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Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) - Full

Quality Assurance Procedure [includtn O;in 
lll

RDC ANVISA n. 16/2013 / RDC ANVISA n. 23/2012 / RDC ANVISA n. 67-lft09

Medical Deviæs Regulations - Part'l soff@s8/282

MHLW Ministerial Ordinance 169 / Article 4 to Article 68 i PIPD na
United States:

21 CFR 820 (OR 21 CFR 820.180 and 198) / 21 CFR 803 / 2'l CFR 806 / 2'l CFR 807 - Subparts A to D

For the following activities and devices

Design, development, manufacture of in vitro diagnostic medical
devices, i.c. reagents, controls, calibrators and analyzers, in the area

of haematology, clinical chemistry, immunology, immune-haematology
and coagulation, as well as installation and servicing activities

This certificate is valid from

Effective Date:2019-05-03 until Expiry Date: 2022-05-02
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 2021-10-24
lssue 1, Certified since 2019-05-03

Auhorised by J Hall

Business Manager
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This document is issue{, by ûe Corpary subje€l b ib Generel Condlions of Ceô'ficdion
Servic€s uessif,b at wflrv.s!6.corî/bms_and_clndlions.htn. Albnlion is drawn b $e

liflftlions of liability, is6 Glâbtshed ûH€in.

clent{irecôry. Any unâutrc.ized dbdion, brgery orfdsifcaûon ofthc contentorappefance
of$is docmenl is unlavrtul and ofendeF may be prosecubd b $e fuls$exbfitoftE law.
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