IFood & Brugs Control Adminigtration

BLOCKNO. 8, 1*FLOOR, Dr.JIVRAJ MEHTABHAVAN,
GANDHINAGAR, GUJARAT STATE, INDIA FIN: 382010

Certificate No. : 21113028

On the basis of the inspection carried out on 27 - 28/10/2021 & 17/11/2021 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 & Addvress of site: HALCYON LABS PVT. LTD.,

PLOT NO. - 409, PHASE - IV, GIDC INDUSTRIAL ESTATE,

NARODA,
CITY - AHMEDABAD - 382 330, DIST. - AHMEDABAD
GUJARAT STATE, INDIA
2  Manufacturer’s Licence
L ‘ % G/1223 5 G/896
3  Table: 1 #
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 lies with the manufacturer.

This certificate remains valid until 16/11/2024 1t becomes invalid if the activities and
/or categories certified hevewith 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.

Address of certifying authority

Food & Drugs Control Administration, Block : W

No. 8, 15T floor, Dr. Jivraj Mehta Bhavan,

Gandhinagar, Gujarat State, India. — Pin : Name & function (0] (D'r.,ﬂ'.g. KOSHIA)
382010 - responsible Person Commissioner
Email : comfdca@gujarat.gov.in

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

Date : 17/11/2021
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A US £DA Aceepted Company & WHO-GMP. 1SO 4007, ISO 14001 X (SO 4S007 Certified Comparny www.halcyonlabs.com

LIST OF PRODUCT COVERED UNDER WHO -GMP GUIDELINE IN FORM NO 25,
LICENCE NO: G/1223 & FORM NO 28 , LICENCE NO: G/896. :

Sr No. NAME OF PRODUCT

L. BETAMETHASONE DIPROPIONATE USP/BP/Ph. Eur

2. BETAMETHASONE VALERATE USP/BP/Ph. Eur

3. BECLOMETHASONE DIPROPIONATE USP/BP/Ph. Eur

4. CLOBETASOL PROPIONATE USP/BP/Ph. Eur

5. MOMETASONE FUROATE USP/BP/Ph. Eur

6 BETAMETHASONE SODIUM PHOSPHATE USP/BP/Ph. Eur

7 DEXAMETHASONE SODIUM PHOSPHATE USP/BP/Ph. Eur

8 DEXCHLORPHENIRAMINE MALEATE USP/BP

9 CLOBETASONE BUTYRATE BP/Ph. Eur

10 CLOTRIMAZOLE USP/BP/Ph. Eur

11 CARBAMAZEPINE USP/BP/Ph. Eur

12 ERYTHROMYCIN STEARATE USP/BP/Ph. Eur

- /
For, HALCYON/LABS PVT. LTD. 50

C-J —Commissioner
(JHIAK PATEL) Food & Drugs Contvol Administration

AGM-(QUALITY) Gujarat State, Gandhinagar,

47 NOV20 16 NOV 2024

h a I CyO n Factory : Plot No. 409, Phase - |V, G.l.D.C. Industrial Estate, Regd. Office : 405 - 408, Navbharat Estate, 4th Floor, “B" Wing,
i Naroda, Ahmedabad - 382330, INDIA. Sewri (West), Mumbai - 400 015, INDIA.
labs th - Itd. Tel. : +91 - 79 - 2281 4616, 2284 4370 Fax : +91-79-2282 1607  Tel. : +91 - 22 - 2419 8000, Fax : +91 - 22 - 2419 8010

E-mail : info@halcyonlabs.com CIN : U24230MH1984PTC033021



