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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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otish Cgntre for TeSting and Ceitifie atiOn 23A Ktobrick* Stre+r,02.698 w0rsaw Foland, phone +.48 22 4$ 45200, e-moil;pcbcSpcbc.gov.pl

";t:

.': ttl

I . lt I

,r,i



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:

9+

((.*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

f*tichal Fash*wski, PhB
Fresident
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CTRT ICATE



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



P()l-ll,l l C:L:NT.RH FOR
TISl"lN(r AN D CtlR"ll t:lC,A"ll()N
ulwr,v. 1:cbc.1;r:v. ;:l

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

. podpisany puoz

lr:.,r:rr j{tt:::;r 'l-omasz Artur Koobor
Dala:2023.A413
08.41:04 +02'00'

Head of Medical Oevice
Ccrtification Division
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Polish Cenlre ft:r Testing anrJ Certilication
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li[GoN 0t5270609 l{i.q00.000 Pl_N
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!isk D{rx,rr)t: Ilrrk Pr:kno s.A.
nr90 l?40 6001 ull 0000 4916 ?5!4

tho oo)p.dy rrgistereS ir ihB Dhklct Court {or
tho Capital City orWnrsaw.Xltlh (onrorercial Drviron







H€ No't 434-l\lB&-43{lXSt S
Fult Quatity Assuran(e $ystern

Directive 98/79/EC on in vlts'e diagnostic ryredical devices

Potish Cen[re tor TesLing and Certification certifies
that the quaiity assurance sysLem in the organizaLion:

a*

((Ms.

TURKLAB Tibbi Mat.San. YG Tic" A.g.

ITOB 1S017 $skak No: 2, Teknti * Menderes
lzrnir, Turkey

for the desiEn, manufacture and final inspe;X"t of in vitro diagnostic medicatdevices,

Anti*HCV Test
Srands; lnfo$, Toyo&, Rapid*n Tester@, Lahmens

compties with requiremenis of Annex lV excluding section 4 and 6 to Directive 95fig/EC (as amended)
imptemented into Potish [aw, as evidenced by the audit conducted by the PCBC.

Validity of Certifictte: from Z-q.S*.t019 to ?8.0S.?{}24

The date of issue of the CertiflcaLer ?,9.08"2 0 1 I
The date of the first issue of the Certificate: ?S.ilB.:008

Michal Pachrrryski, Fhil
President

Application No: 5&i';j * -1 a
Module: t-t r

Bio$[srem

'*[!Sh Centre FAr Testing efad Cert$Fie Ati*fr 23A trkrbucka 5rr**r" 0?-6]9 lnJsrsaw Poland, fhsne +48 ?-Z 46 4, ?00. e-rnail;pebcgpcbc.gov.pt

CTRT ICATT



certificate No 1 43r$-IVr"!$-{3 1 ltfi 1 *
lssued under the Contract No tdn-")'ti tili !i
Bears lhe PCBC hologram.
Warsaw, 29.08.2019
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CTRTIFICATT
Efl No t 434-IVAD-430/2U1 g

EC Design*Exarnination

Directiv e 9e/79/EC on in vitro diagnostic medical devices

Porish centre 
H:l*If,:H,ffi ilca 

rion cerrifies

TtiRKtAB Tibbi Ma[. San. ve Tic" A.$.
ITOB t 001 7 Sskak No: ?, Tekeli - lvlenderss

lzmir, Turkey
in vitro diagnoslic medicnl devices, List A

Anti*HCV TeEt
Sr*ndsi lnfo$, Toyo0, Rapidan Tester@, Labmens

in lerms of design documentalion; comply with requiremenLs of Annex lV section 4 to Directiv e gs/?glEC las
amended) implemented into Potish [aw, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from ;:$,SB.i()t$ to tft"0S.:{)}4
The daLe of issr.re of [he Cerlificate: ?Q"*&.?01s

The date of Lhe first issue of the Certificate: ?S"CI8.?t]OS

ffi\-------Z:=5rt-*'#

Mishx* Parhrwski, FhO
Pre*idrnt

(( *E.
Application Flo: 5S,.'2i"i i tl
Module; iif,

*tish Csntr* for ?e*ti*g cn* {ertif Feation ?3.ri Klor}r(ke trr€flr, $2.$e9 warsdw potarrd, phnne *qB ?,? 46 4s?00, a-rnait:pcbc$prbc.cor.nl



certificaLe No 1 434-lvpt]-43*ll$ 1 $
lssued under the Contracl No $4n"31/?fiI$
Eears the PCBC hotogram.
Warsaw, 29.08.2019
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POL"ISH CIN"IRH I"OR
"r[:Sl"lNG AND C[R'rl FlCAl"lON

W\,'iJl,AJ, P':I}C, gOV, 
L) I

8M,433.0058.2019/KW / Mv I 2023 I A204 Warsaw, L3.04,2023

TURKLAB Tibbi MAI, SAN, VE TiC. A,$.

lT0B 1001"7 Sokak No: 2,

Tekeli* Menderes lzmir, Turl<ey

'fo Wham it May Concern,

Polskie Centrum Badad i Certyfikacji S.A. informs about the update of EC Certificates No.

1434-IVDD- $A1IA]S and 1434-IVDD-431/2019 issued for fURf mB Tibbi Mal, San, ve Tic. A.$..

Current list of brands covered by the EC Certificates No. 1434-IVDD-430lz}Lg and
1"434-rVDD-431120t9:

- lnfo@

- Toyo@

- Rapidan Tester@

- Test lt

lmplementation of the change does not represent a significant change in design or intended
purpose under IVDR 20L71746 Article tt0(3) and the related IVDD Certificates No.

1,434-IVDD-430/20L9 and 1434-IVDD-43U2019 issued 29.08.2019 remain valid until28.0B.2024.

Yours Sincerely,
Elektronlcznio
podpisany przoz

"i.:,,,r"',* 4tY'{'.', lomaszArtur Koober' Data:2023,04.13
0B:41:41 +02'00'

Head of Medical Device
Certifieation Division

cuf{I$rcA'fr0N.
TIiSI'1N6.
TNAINING.

Polish Centre forTesting and Certification
460Pulawska Sthr.t,02 qla Wnrsnw

lil.r nlo?74045?00 lilP 951?ffillr6 lntrinl <apiral
Rriooil 015?7600! I6.00n.000 PLN
{nS 00n0144811 {n,lly o)nJ)

8.Ik ).{otrDr: nnnk P.rkao s 4.
nr!0 U{0 600l rlll0AD0 4o{fi 7S94

'lhe co$panyre[istored ir tho Dis(lci CDU^ Ior
tln (:aplt.l City olWiIsaw, Xlllth ( oDrIcr:i.11 UUirion

nippistem
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