Republic of the Philippines

. Department of Health - : Y/ /4
FOOD AND DRUG ADMINISTRATION Food wnd Bnag Stinibescn

Civic Drive, Filinvest Corporate City, Alabang, Muntinlupa City

CERTIFICATE OF GMP COMPLIANCE

This is to certify that the foreign manufacturer: !

Name : THEON PHARMACEUTICALS LIMITED

Plant Address : VILLAGE & P.O. SAINI MAJIRA, TEHSIL
NALAGARH 174 101, HIMACHAL PRADESH, INDIA

engaged ir the manufacture of the following pharmaceutical dosage form/s:

1. Sterile, Cephalosporin* 2. Non-sterile, Non-penicillin®**
1.1. Dry powders for injection 2.1. 3olid dosage forms :
2.1.1. Tablets |
2.1.2. Hard capsule |

*Primary and Secondary packaging, and Quality control testing: Chemical/Physical and Microbiologicai
**Including Cephalosporin

made available in the Philippines throngh VERHEILEN IBERICA HEALTH CARE COMPANY
INC., with valid License to Operate No. LTO-3000006026171, has complied with the requirements of
current Good Manufacturing Practice (¢cGMP) after desktop evaluation of the submitted GMP
documentary evidence, consistent with Administrative Order No. 2012-008, “Adopticn and
Implementaticn of the Pharmaceutical Inspection Cooperation Scheme (PIC/S) Guides for the Good |
Manufacturing Practice (GMP) for Medicinal Products” and Administrative Order No. 2013-0022, f
“Guidelines for Current Goed Manufacturing Practice (¢cGMP) Clearance and Inspecticn of Foreign ‘
Drug Manufacturers.”

This Certificate is valid until 17 December 2024. Notwithstanding this certification, the foreign [
manufacturer shall be subject to inspection at any time to validate its continuous compliance with !
relevant FDA laws, rules, and regulations. Any violation thereof, this Office reserves the right to

suspend, canczl or revoke this certificate.

Issued this 28 Tune 2022 at Alabang, Muntinlupa City, Philippines. I
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