DOC REV. 6 DATE 11/2018
DICHIARAZIONE DI CONFORMITA “CE”
PER DISPOSITIVI MEDICI DIAGNOSTICI IN VITRO
EC Declaration of Conformity for IN VITRO DIAGNOSTIC MEDICAL DEVICES

MANUFACTURER: DELTA BIOLOGICALS S.r.l.
Vid NICARAGUA 12/14 — POMEZIA - ROME -
ITALY

EUROPEAN REPRESENTATIVE: NONE

PRODUCT: HBsAg One Step, HBsAb, HBcAb, HBc IgM, HBe
Ag&Ab, HDV Ab, HDYV Ag, HDV IgM, HCV Ab

CODE: 4210-4211; 4215, 4220; 4225, 4230, 4235; 4240;
4245 4250-4251

CLASSIFICATION: ANNEX IT - LIST A

CONFORMITY ASSESSMENT PROCEDURE: ANNEX TV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCTS MEET THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC FOR IN VITRO DIAGNOSTIC DEVICES AND ARE IN CONFORMITY WITH THE FOLLOWING
STANDARDS:

EN SO 13485:2012 MEDICAL DEVICES - QUALITY MANAGEMENT SYSTEMS - REQUIREMENTS TFOR
REGULATORY PURPOSES

ENISO 14971:2012 MEDICAL DEVICES - APPLICATION OT RISK. MANAGEMENT TO MEDICAL DEVICES

EN ISO 18113-2:2011 IN VITRO DIAGNOSTIC MEDICAL DEVICES - INFORMATION SUPPLIED BY THE
MANUFACTURER (LABELLING) — PART 2: IN VITRO DIAGNOSTIC REAGENTS FOR PROFESSIONAL USE

EN ISO 15223-1:2017 MEDICAL DEVICES - SYMBOLS TO BE USED WITH MEDICAL DEVICE LABELS,
LABELLING AND INFORMATION TO BE SUPPLIED - PART 1: GENERAL REQUIREMENTS

EN 13612:2002 PERFORMANCE EVALUATION OF IN VITRO DIAGNOSTIC MEDICAL DEVICES

EN 23640:2015 IN VITRO DIAGNOSTIC MEDICAL DEVICES -- EVALUATION OF STABILITY OF IN VITRO
DIAGNOSTIC REAGENTS

EN 13641:2002 ELIMINATION OR REDUCTION OF RISK OF INFECTION RELATED TO IN VITRO DIAGNOSTIC
REAGENTS.
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