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To whom it may concern,

The Health Products Regulatory Authority (HPRA) hereby certifies that:

1)

2)

3)

4)

3)

Manufacturer (as defined in the Regulation (EU) 2017/746 on in vitro diagnostic medical devices) is Abbott
Ireland Diagnostics Division, Lisnamuck, Co. Longford, N36E932

These in vitro diagnostic medical devices are manufactured by Abbott Ireland Diagnostics Division, Lisnamuck,
Co. Longford, N36E932

The manufacturer has declared that the in vitro diagnostic medical devices specified in the attached schedule
are CE marked in accordance with the Regulation (EU) 2017/746 on in vitro diagnostic medical devices. These in
vitro diagnostic medical devices may therefore be marketed and soid in Ireland.

Exportation of the in vitro diagnostic medical devices listed in the attached schedule is not prohibited.

The granting of this certificate is based on the information available to the HPRA on the date of issue of the
certificate’. The HPRA does not authorise or approve any in vitro diagnostic medical devices prior to placing on
the market. As the regulatory status of the in vitro diagnostic medical devices listed in the attached schedule
may change, it is import that this certificate is considered in combination with the manufacturer's declaration of
conformity for the in vitro diagnostic devices and, where applicable, the notified body certificates.

Issued to: Abbott Ireland Diagnostics Division,

Lisnamuck,
Co. Longford,
N36E932

one

Aoife éljggins () / Sl ’.:‘\"__

Medical Devices Department EZ/\_,M A
Health Products Regulatory Authority Seen for the authentication of slgndturefseal '

\

of Aocife Higgins
Health Products Regulatory Aul.horm,

Signed%
Position 1\’25 —

Datc 23/02/2022

anly certifies the authenticity of the signature and the
=0n who has signed the public document, and, where
entity of the seal or stamp which the public document
enticafion does not certify the content of the document for
whi 'crw_mab ued. To verify an Aulhenucaﬂon issued by the Ministry of
Fored s in Ireland, see ions.dfa.ie

PES69E

S PALL Rialala Tairgi Slinte, Teach Kevin O'Malley, lonad Phort an larla, Ardan Phort an larla, Baile Atha Cliath 2, Eire

Health Products Regulatory Authority, Kevin O’Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, DO2XP77, Ireland

TAG?-%%916§~716 4971 . F: +353 1 676 7836 e info@hpra.ie ° www.*\/gra.ie



CHUYNG NHAN / HQ'P PHAP HOA LANH SV
CONSULAR AUTHENTICATION

1. Quéc gia: Viét Nam
Country
Gidy t&, tai liéu nay
This public document
2.dobng (B2  Fiona Murphy ky
has been signed by
3. v&i chive danh: Can bd lanh sw
acting in the capacity of
4.vacondiucia B Ngoai giao Ai-len
bears the stamp of

dworc chirng nhan / hop phap héa lanh sy

Certified
5. tai London 6. Ngay 28/ 02/ 2022
at the

7. Cor quan cap: Dai sir quan Viét Nam tai VQ Anh va CH Ai-len
b




Julatory framework in Europe can be found on the EU Commission website:
,health/md_sector/overview_en.
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J4DI-DI Product Device name/ product | Notified body Notified body
code name certificate certificate
number expiry date
0470920 V12 054869 25/11/2026
038074ART0409QU TOTAL BILIRUBIN 2
QU | 0410030 v 0013 Rev. 01
038074ACU0405JU | 04U0520 | TOTAL BILIRUBIN 2 Vil 02569 25/11/2026
0013 Rev. 01
0470220 V12 054869 25/11/2026
038074AR E IRON 2
38074ART0402Q 0470230 0 0013 Rev. 01
V12 054869 25/11/2026
038074ACT0498KJ | 0479820 IRON 2
REQIESEID 0013 Rev. 01
0458720 ALKALINE V12 054869 25/11/2026
O3S074ARSOAGRS 0458730 PHOSPHATASE 2 0013 Rev. 01
0478320 ALKALINE V12 054869 25/11/2026
038074ACT0483K5 0478330 PHQSPHATASE 2 B8043-Rev—01
0470320 Lactate V12 054869 25/11/2026
PSR ITOReS 0470330 Dehydrogenase2 0013 Rev. 01
0479920 Lactate V12 054869 25/11/2026
HSS0IESCIOSSOL 0479930 Dehydrogenase2 0013 Rev. 01
CFS12185
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