
EC No {4S4-IVUU-43S1PS{ S
Fut[ Quality Assuranc€ $ystem

Dir*ctiv e rSlTglEC on in vitro dirgnostic medical devices

Potish Centre for Testing and Certification certiFies
thaI the quality a$surance system in the organizatiqn:

TURKLAB Tibbi MaLSarl. ve TIc. A.$.

ITOB 10017 Sokak No: 2, Teksti - Menderes
lzmir, Turkey

for the design, manufacture and finat inspe;r,;"- of in vitro diagnostic rnedica{ devices,

HBsAg Test
Brands; lnfo$, Toyo$, tapidan Tester@, Labrn*n&

ccrnplies with requirementg of Annex lV exctuding section 4 and 6 to Dire ctive 9B/79/EC (as amended)
implemented inio Potish taw, as evidenced by the audit conducted by the PCBC.

Vatidity of Cer[ificate: from ;t-$.{]*.;fi'1$ ts ?fi.[S.f-il]4

The date of issue oF the Certificate: ,ie.fiS.tri1':j

The date of the tirst issue of the Cerlificate: 2t) *tl,J{lris
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BioSn{stem

Certificale No't { 3r1-{V*S-4}51?S1 }
lssued under the ConLract No $40-31/201.t
Bears lhe PCBC hologram.
lVarsa$/,29.08.2019
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EC No t {34{vnn-434120.l g
E( Design-Examination

Directiv e*8l7glEC on in vitro diagnostic medical devices

Potish Centre for Testing and Certification certifies
that manufactured by:
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((.*s.

TU*KLAB Ttrbbi Ma[. $an. ve Tic. A.$.

ITSB 1S017 Sskak No; 2, Teketi - Menderes
lzmir, Turkey

in vitro diagnostic medicatdevices, List A

HffrAg Test
Brands: Info@, Toyo$* RaBidan Tester$, Labmen@

in terms of design documentation, comply with requirements of Annex lV section 4 to Sir:ective 98fl9l[C (as
amended) implemented into Folish law, as evidenced by the audit conducted by the FCBC"

Vatidity sf CerbificaLe: frorn 2$.*S.?fil9 ho 28,(lB .7azq

The date of issue of the Certificate: 29.08.t01$

The date of the tirst issue of lhe Cerlificate: 29.fi8"?0*8
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Certificate No Id.34-lV*S"434110 1 *
lssued under the Ccntract No &,1D-.}11;'t()ls
Bears lhe PCBC hotogram.
Warsaw, ?9.08.2019
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B M,43 3.00s 6.2019 / RW / MV / 2023 / 0202 Warsaw, 13.04.2023

f'ilRKLAB Tibbi Mal. San. ve Tic, A.g.

lT0B 1.001"7 Sokak No: 2,

Tekeli* Menderes lzmir, Turkey

T'o Whrsm it May Cancern,

Polsl<ie Centrum Badari lCertyfikacji S.A. informs about the update of EC Certificates No,
1"434-IVDD-434/2ALg ancl 1434-IVDD-4351201.9 issuecl for TURKLAB Tibbi Mal. San. ve Tic, A,g,,

Current list of brands eovered by the EC Certificates No, 1434-IVDD-4341'2019 ancl
1434-IVDD- 43512Affi

- lnfo@

- Toyo@

- I{apidan Tester@
- Test lt

lmplementation of the change does not represent a significant change in design or intended
purpose under IVDR 2AI7 /746 Article 110(3) and the related IVDD Certificates No,
L434-IVDD-434l2}fg and L434-IVDD-435/2019 issuecl29.0B.2019 remain valid until28,0B.2024,

Yours Sincerely,

Eloklronicznio
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Dala:2023.A413
08.41:04 +02'00'

Head of Medical Oevice
Ccrtification Division
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