Food & Brugs Control Administration

BLOCK NO.s, 1> FLOOR, D~ JIVRAJ MEHTABHAVAN,
GANDHINAGAR, GUJARAT STATE. INDIA FIN: 382010

Certificate No. : 23044054

On the basis of the inspection carried out on 14-15/02/2023 & 29/03/2023 we certify
that the site indicated on this certificate complies with Good Manufacturing Practices
for the dosage forms, categories and activities listed in Table 1.

1 Name & Address of site: MEDINEX LABORATORIES PVT. LTD.

PLOT NO. 2 & 3, Sr. No. 277/1, Block no. 177/1,
VILLAGE- UKHARLA, TEHSIL GHOGHA

CITY : UKHARLA, DIST. - BHAVNAGAR
GUJARAT STATE, INDIA

2 Manufacturer’s Licence

G/25/210 G/28/83

number :

Table : 1
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4 Dosage Form (s) Category (ies) Activity (ies)

Bulk Drugs (APIs) » General Manufacturer

The responsibility for the quality of the individual batches of the pharmaceutical
products manufactured through this process fies with the manufacturer.

This certificate remains valid until 11/04/2026 It becomes invalid if the activities and
Jor categories certified herewith are changed or if the site is no longer considered to be
in compliance with GMP

Format of this certificate is as per WHO TRS No. 908 of 2003.
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Address of certifying authority v @

Food & Drugs Control Administration, Block
No. 8, 157 floor, Dr. Jivraj Mehta Bhavan, ‘
Gandhinagar, Gujarat State, India. — Pin : Name & function of : (Dr. G. XOSHIA)

|| 382010 responsible Person Comimissioner
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Fmail : comfdca@gujarat.gov.in

Phone : 91-79-23253417, Fax : 91-79-232-53400

Date : 12/04/2023




Phone : +91-278-288 3161/2 /3

MEDINEX LABORATORIES Phone : +91-95100 91399

AL\ pRIVATE LIMITED b S Womeesl

MEDINEX

Plot No. 2 & 3, Survey No. 277/1, Village Ukharla - (Mamsa), Dist. Bhavnagar - 364005, Gujarat, India.
CIN NO- U24231GJ1972PTC002077

Ref. No. Date:
List of Product for grant of COPP as per WHO Guidelines

Drug manufacturing License No.: G/28/83 In Form No.: 28
G/25/210 In Form No.: 25

From Date: 15/11/2021 Valid up to : 14/11/2026

ACTIVE PHARMACEUTICAL INGREDIENTS-BULK DRUGS

¥

1. Noradrenaline Acid Tartrate BP For Export
Noradrenaline Tartrate EP For Export
Norepinephrine Bitartrate USP For Export

2 Adrenaline Acid Tartrate BP , For Export
Adrenaline Tartrate EP For Export
Epinephrine Bitartrate USP For Export

3. Isoprenaline Hydrochloride BP For Export
Isoproterenol Hydrochloride USP For Export
Isoprenaline Hydrochloride EP For Export

Carbazochrome JP
Adrenochrome Monosemicarbazone JP

Dihydralazine Sulphate (Hydrated) EP
Hydrated Dihydralazine Sulphate BP
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6. Hydrochlorothiazide BP For Export
Hydrochlorothiazide USP 3 For Export
Hydrochlorothiazide EP ’ 7ol For Export
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7. Dimenhydrinate BP For Export
Dimenhydrinate EP For Export
Dimenhydrinate USP

8. L- Glutamic Acid Hydrochloride USP For Export

9. Diphenhydramine Hydrochloride BP For Export
Diphenhydramine Hydrochloride EP For Export
Diphenhydramine Hydrochloride USP . For Export

For, Medinex quoratories Pvt.Ltd.

For, Comymissioner
Food & Drugs Centre! Administration
Gujarat State, Gandhinagar.

192 APR 2003 = 1 1 APR 2026

Authorized Signatory.

1, Prabhat Nagar, Jogeshwari West, Mumbai - 400 102, India.
Phone:+91-22-2678 7935, Email : inquiry@medinex.in Web Site : www.medinex.in




