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BATCH CERTIFICATE
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Product Code:

100001043

Name of product: SEPTEFRIL VERDE 3 mg BENZY H/0 20 UA

importy Country: veme |

Marketin;;t;thmizatian Numbe: UA/20262/01/01 |

strength Benzydamine HCl 3.00mg
“ Dosage form Lozenges

Package size

1 2x10 lozenges blisters

Batch Number 00002 l Bulk Batch Number 00084
Manufacturing date 08 2024 ﬁ Expiry date 08 2027
Number of units 23.976

Name and address of manufacturing sites

Comments/Remarks

N/A

Activity

Address

Authorization number

Manufacturing

Lozy's Pharmaceuticals S.L.

Quality Control

Torre de los Herberos 35

41703 Dos Hermanas. Sevilla, Spain

Primary and secondary Campus Empresarial MIA 6636
packaging 31795 Lekaroz. Navarra. Spain
i ! -
i | Infarmade S.L
Poligono Industrial La Isla MIA 6512




identification

B2 lozy's; - BATCH CERTIFICATE Page 2 of 2
RESULTS OF ANALYSIS
TEST METHOD . SPECIFICATION RESULT
Gescription Organoleptic method Round orange lazenge 1941 mm Complies
Drug Substances ln house Method HPLC: retention time similar to standard Compes

UV Spectrum simitar to standard Complies
Identification of In house {DAD-HPLC) Quinvleine Yelow: Complies Complies
colourants “Ponceu 4R: Complies Complies
Mean waight PhEur. 2905 | i5gsw%(2375g2.625g) 255
Uniformity of dose Ph. Eur. 2,9.40. AV, <11 {15.0)

14.9

Active substance assay HPLC: In house Methagd D5%-105%
(%) 2.02.28 {2.85mg-3,15mg) 08.1 %

Related substances in house Unknown Individual impuritias 0.3% Mot detected
(HPLC) Total impurities S0.8% Not detected
Microbiological control Ph. Eur. 20613 | TMAC S10% CRU/g Notapply
50104 1 TYMC S10 CFU/g Not apply
20612 | S aureus Absence/g Notapply
20633 | P. oeruginosa Absence/g Not apply

Certification of statement

U hereby certify that above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above mentioned sites in full compliance with the GMP requirements of the Jocal
regulatory Authority and with the specification in the Marketing Authorization of the imparting country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

CAMPUS EMPRESARIAL

Qualified Person ~ David Cerro
CONFORM David Cerro Lozy’s Pharmaceuticals S.L. 29.10.2024 2024.10.29
Campus Empresarial 14:02:39
31795 Lekaroz. Navarra. Spain | [ty +01'00"
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