RETENTION OF LICENCE

Retention of Licence to manufacture for sale (or for distribution) of drugs
other than those specified in Schedules C, C (1) and X

Certified that Licence in Form 25 No: G/25/1014 Issue Date: 18-Jan-1991

To M/s. ASCOT PHARMACHEM PVT. LTD

to manufacture the following categories of drugs being drugs other than those specified in
Schedules C and C (1) and Schedule "X" to the Drugs and Cosmetics Rules 1945, on the premises
situated at 98/7, G.1.D.C. ESTATE, NANDESARI - 391 340, VADODARA

has been retained from: 01-Jan-2023 To 31-Dec-2027

Name(s) of drugs . As per list Approved
Names of approved competent technical staff . As per list Approved
Signature : (This Document is Digitally Signed.)

Dr. H. G. KOSHIA

Designation Commissioner
Food & Drugs Control Administration
Date: 31-May-2023 Gujarat State

Note: You are requested to apply for the Retention of the above licence in 3 months before its
VALIDITY EXPIRES.

& Reg ID : 636450 Doc ID: RC704300001014
¢ ASCOT PHARMACHEM PVT. LTD
& Print Date : 31/05/2023 03:42 PM

Location: AHD



Food & Drugs Control Administration

Office of the Commissioner
Block No. 8, 1st Floor, Dr. Jivraj Mehta Bhavan, Gandhinagar, Gujarat State

RETENTION PRODUCT PERMISSION

To,
ASCOT PHARMACHEM PVT. LTD

98/7, G.1.D.C. ESTATE, NANDESARI - 391 340, VADODARA " u

Reference : Your Application inward ID: 660786 Dated : 02-Jan-2023 (Reg ID : 636450 )

With reference to your Inward application, this is to inform you that your said application is considered & following
RETENTION PRODUCT PERMISSION has been granted, under the LICENSE NO. G/25/1014 IN FORM NO.

25.
Product Section : Bulk Drugs, Product Sub Section : Excipients

o

-

1 |Prod ID : 67249 Permission Date : 10-Dec-1993 Type : Normal Permission Purpose: G-General

Generic Name : Sodium Starch Glycolate IP Brand Name : N.A.
Brand No :1
Composition Title :
Composition | Ingredients
Sodium Starch Glycolate

Product Package Size Details:
Product Size uom . Container | Dose
25 Kg. Fibre Drums Multi Dose

Terms and Conditions
1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended time to time.
2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended time to time (wherever applicable).
3) Licensee should abide by all the provision of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules 1955 as amended up to

date.

4) Licensee should not manufacture any drug by a name belonging to another manufacturer.
5) Licensee should not manufacture or sell drugs even if it is included in the approved list of product, if it is or as and when banned by Licensing

Authority or Drugs Controller General of India or Government of India.
6) The permission is granted subject to the condition that, the product is safe for use in context of pharmaceutical Aids additives and excipients used

in the formulation.
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority.
8) Above Retention Product Permission is granted based on undertaking with respect to BCS classification and declaration under Form - 51.

(This Document is Digitally Signed)

RAVAT H. L.
( Deputy Commisioner )
For Commissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar

Reg ID : 636450 Doc ID: PP882200067249 S'gnature alid
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Food & Drugs Control Administration
Office of the Commissioner
Block No. 8, 1st Floor, Dr. Jivraj Mehta Bhavan, Gandhinagar, Gujarat State
RETENTION PRODUCT PERMISSION
To,
ASCOT PHARMACHEM PVT. LTD h
98/7, G.1.D.C. ESTATE, NANDESARI - 391 340, VADODARA "

Reference : Your Application inward ID: 660786 Dated : 02-Jan-2023 (Reg ID : 636450 )

With reference to your Inward application, this is to inform you that your said application is considered & following

RETENTION PRODUCT PERMISSION has been granted, under the LICENSE NO. G/25/1014 IN FORM NO.
25 .

Product Section : Bulk Drugs, Product Sub Section : Excipients

L

Al S

1 |Prod ID : 67254 Permission Date : 10-Dec-1993 Type : Normal Permission Purpose: E-Export only
Generic Name : Sodium Starch Glycolate B.P. Brand Name : N.A.

Brand No :1
Composition Title :
__Composition I Ingredients
API SODIUM STARCH GLYCOLATE ~~  |BP | 0]

Product Package Size Details:
Product Size » ~ Container | Dose | = Remark

IFibre Drums Multi Dose

Terms and Conditions

1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended time to time.
2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended time to time (wherever applicable).

3) Licensee should abide by all the provision of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules 1955 as amended up to
date.

4) Licensee should not manufacture any drug by a name belonging to another manufacturer.

5) Licensee should not manufacture or sell drugs even if it is included in the approved list of product, if it is or as and when banned by Licensing
Authority or Drugs Controller General of India or Government of India.

6) The permission is granted subject to the condition that, the product is safe for use in context of pharmaceutical Aids additives and excipients used
in the formulation.

7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority.
8) Above Retention Product Permission is granted based on undertaking with respect to BCS classification and declaration under Form - 51.

(This Document is Digitally Signed)

RAVAT H. L.
( Deputy Commisioner )
For Commissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar
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Food & Drugs Control Administration

Office of the Commissioner
Block No. 8, 1st Floor, Dr. Jivraj Mehta Bhavan, Gandhinagar, Gujarat State

RETENTION PRODUCT PERMISSION

To,
ASCOT PHARMACHEM PVT. LTD o

98/7, G.1.D.C. ESTATE, NANDESARI - 391 340, VADODARA

Reference : Your Application inward ID: 660786 Datévdm;‘ ‘02-Jékh-2023 (Reg ID : 636450 )

With reference to your Inward application, this is to inform you that your said application is considered & following
RETENTION PRODUCT PERMISSION has been granted, under the LICENSE NO. G/25/1014 IN FORM NO.

25.
Product Section : Bulk Drugs, Product Sub Section : Excipients

1 |Prod ID : 67259 Permission Date : 28-Sep-1999 Type : Normal Permission Purpose: G-General

e

Generic Name : CROSCARMELLOSE SODIUM U.S.P./B.P. Brand Name : N.A.
Brand No :1
Composition Title :

‘Composition . Ingredients -
CROSCARMELLSE SODIUM U.S.P.B.P.

Product Package Size Details: ‘
Product Size UoM | Container
25 Kg. Fibre Drums Multi Dose

- Remark

Terms and Conditions
1) Licensee should comply with all the provisions of Drugs & Cosmetics Act, 1940 & Rules 1945 as amended time to time.
2) Licensee should comply with all the provisions of Drugs (Price Control) Order 2013 as amended time to time (wherever applicable).
3) Licensee should abide by all the provision of Drugs & Magic Remedies (Objectionable Advertisement) Act, 1954 & Rules 1955 as amended up to

date.

4) Licensee should not manufacture any drug by a name belonging to another manufacturer.
5) Licensee should not manufacture or sell drugs even if it is included in the approved list of product, if it is or as and when banned by Licensing

Authority or Drugs Controller General of India or Government of India.
6) The permission is granted subject to the condition that, the product is safe for use in context of pharmaceutical Aids additives and excipients used

in the formulation.
7) Any addition thereto or any deletion therefore will not be carried out without permission of Licensing Authority.
8) Above Retention Product Permission is granted based on undertaking with respect to BCS classification and declaration under Form - 51.

(This Document is Digitally Signed)

RAVAT H. L.
( Deputy Commisioner )
For Commissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar
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