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Scrisoare de informare 

 

 

Prin prezenta, SRL „Biosistem mld”, va informeaza ca conform “legii Nr. 160 din 22-07-2011 

privind reglementarea prin autorizare a activităţii de întreprinzător”, cu modificarile ulterior adoptate 

de parlamentul RM, Importul, comercializarea, asistenţa tehnică si reparaţia dispozitivelor medicale nu 

mai este activitate licentiata. Respectiv nu mai sunt eliberate licente pentru acest gen de activitate, iar 

licentele cu termenul de valabilitate expirat nu mai sunt prelungite. 
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EC DecmRArroN or CoNFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/Ee

Manufacturer:

Headq uarters / Manufacturin g $ide:

Product:

Brand:

Classification:

Conformity Assessment Route:

Turklab Trbbi Mal. $an. ve Tic. A.$,

ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

Pregnancy (hCG) Test

TEST IT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/H0 for ln-Vitra Diagnostic Medical Devices, All supporting documentation is retained unclerthe

premises of the manufacturer.

$tandards Applied: mN ISO 13485:2016

EN tSO 14971:2019

HN ISO 15223-1:2021

EN ISO 18113-1:20'11

EN ISO 18113-2:2011

EN ISO 23640:2A15

HN 13612:2002

0

lzmir, 21.A4.2A22

Karlal Ya$lrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DEcmRATToN oF CoruFoRMrrY
ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Headquarters / Manufacturing $ide:

Product:

Brand:

Classification:

Conform ity Assessment Route:

Turklab Trbbi Mal $an.

ll"OB 10017 $okak No:

$trep A Test

TE$T IT@

ve Tic. A $

2 Tekeli - Mencleres I lz.mir - l"urkey

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for ln-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the rnanufacturer,

Standards Applied: HN ISO 13485:2016

HN l$O 14971:2019

EN tSO 152234,2421

EN ISO 18113-1:2011

EN ISO 18113-2:2011

EN rSO 23640"2A15

EN 13612:2002

0

12mi,21.44.2A22

Kartal Ya$lrdere

General Manager

Revision No:

Place, Dato of lssue:

Signature
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EC DrclaRATroN oF CoruFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive gB/ZglEC

Manufacturor: Turklab"l"tbbi Mal. $an, ve Tic, A.g.

Headquarters / Manufacturing Side: ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Tr-rrkey

Product:

Brand:

Classification:

Oonform ity Assessment Route:

Adenovirus Test

TEST IT@

Professional Use lVD, 98/79/HC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC 'for ln-Vitns Diagnostic Medical Devices. All supporling documentation is retained under the
premises of the manufacturer.

Standards Applied: EN l$O 13485:2016

EN ISO 14971:2019

EN ISO 15223-1:2021

EN l$O 18113-1:2011

EN l$O 18113-2:2011

EN ISO 23640:2015

HN 13612:2002

0

lzmir, 21.04.2022

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DTCmRATToN oF CoNFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer: Turklab Trbbi Mal. $an. ve Tic. A.g.

Headquarters / Manufacturing $ido: ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

Product:

Brand r

Classification:

Conformity Assessment Route:

Rotavirus Test

THST ITO

Professional Use lVD, 9Bl79lEC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98l79lEC for ln-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied: HN ISO 13485:2016

EN l$O 14971 2019

EN ISO 15223-1'.2021

EN l$O '181 13-1:201 1

EN rSO 18113-2.2A11

EN t$O 23640"2015

I*N 13612.2AA2

lzmir, 21.04.2022

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:

Signature
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EC DEcIaRATION OF CONFORMITY

ln vitro Diagnostic Medical Devices in accordance with Directive 98i79/EC

Manufacturer:

Headquarters / Manufacturing $ide:

Produet:

Brand:

Classification:

Conform ity Assessment Route:

TCIrklab Trbbi Mal. San, ve Tic. A,$,

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

Tuberculosis (TB) Test

TEST ITO

Professional Use lVD, 9B/79/HC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for ln-Vitrrs Diagnostic Medical Devices. All supporling documentation is retained under the

prernises of the manufacturer.

Standards Applied: HN ISO 13485:2016

EN ISO 14971:2019

HN lS0 15223-1:2021

EN tSO 18113-1'.2.411

EN rSO 18113-2'2A11

t*N tso x644"2415

EN 13612:2002

0

lzmir,21.A4,2A22

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DTCMRATION OF CONFORMTTY

ln vitro Diagnostic Medical Devices in accordance with Directive 9B/79/EG

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brand:

Classification:

Gonformity Assessment Route:

TUrklab Trbbi Mal. $an. ve Tic. A.$.

ITOB 10017 Sokak No: 2 Tekeli- Menderes / lzmir - Turkey

Rotavirus Adenovirus Test

THST IT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions r:f the Council Directive

g8/79/EC lor ln-Vitrct Diagnostic Medical Devices. All supporting documentation is retained uncJerthe

premises of the manufacturer.

$tandards Applied: EN l$O 13485:2016

EN ISO 14971:2019

EN ISO 15223-1:2821

EN lS0 18113-1'.2011

EN ISO 18113-2:2011

EN ISO 23640:20'15

EN 13612.2402

0

lzmir, 21.04.2422

KartalYagltdere

General Manager

Rcvision No:

Place, Date of lssue:
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EC DecunRATIoN oT CoNFoRMTTY
ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Headquarters / Manufacturing $idel

Product:

Brand:

Classification:

Conform ity Assessment Route:

Turklab Trbbi Mal. San. ve Tic. A.$,

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir, Turkey

Malaria Test

TEST IT@

Professional Use lVD, 98/79/fC

Annex lll

We, herewith declare that the above mentioned produrots meet the provisions of the Council Directive

98/79/EC for ln-Vitro Diagnostic Medical Oevices, All supporting clocumentation is retained under the

premises of the manufacturer.

$tandards Applied: EN ISO 13485:2016

EN ISO 14971:2019

EN ISO 15223-1:2021

HN ISO 18113-1:2A11

EN ISO 18113-2:2011

EN ISO 23640:2A15

EN 13612:2AA2

0

lzmir, 21,04.2A22

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DxcmRATIoN oF CoTFoRMITY
ln vitro Diagnostic Medical Dovices in accorclance with Diroctive 98/ZglEC

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brand:

Classification:

Conform ity Assessment Route:

TUrklab Trbbi Mal. San" ve Tic. A.g,

ITOB 10017 $okak No: 2 Tekeli- Menderes / lzmir - Turkey

lnfluenza A/B Test

TE$T IT@

Professional Use lVD, 98/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

9B/79/EC far ln-Vitra Diagnostic Medical Devices. All supporting documentation is retainecJ uncler the
premises of the manufacturer.

$tandards Applied: EN l$O 13485:2016

EN ISO 14971:2019

EN ISO 15223-1:2021

HN ISO 181134:2A11

EN ISO 18113-2:2011

EN ISO 23640:2015

EN 13612:2002

0

i2mk,21.04.2A22

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:

Signature
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EC DTCINRATION Or COruFORMITY

ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/HC

Manufacturer: TUrklab Tlbbi Mal. San. ve Tic. A.$.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderos / lzmir - Turkey

Product:

Brand:

e lassificatiott:

Conform ity Assessment Route:

H.PyloriAb Test

TEST IT@

Professional Use lVD, 9Bl79lEC

Annex lll

We, herewith cleclare that the above mentioned products meet the provisions of the Council Directive

9B/^/9/EC far tn-Vitro Diagnostic Medical Devices. All supporting documentation is retained underthe

premises of the manufacturer.

Standards Applied: HN l$O 13485:2010

EN ISO 14971:2419

EN t$O 15223-1"2421

EN ISO 18113-1:2011

EN ISO 18113-2:2011

EN tSO 23640"2415

EN 1 361 2:2A021 AC'.2002

0

lzmir,21.A4.2A22

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:

Signature
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EC DrcmRATroN oF CoNFoRMTTY
ln vitro Diagnostic Medical Deviees in accordance with Directive 98/79/80

Manufacturer: Turklab Trbbi Mal. San. ve Tic. A.{).

Headquafters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

Product:

Brand:

e lassification:

eonform ity Assossment Route:

H.Pylori Ag Test

TEST IT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith deelare that the above mentioned products meet the provisions of the Council Directive

98/79/HC for ln-Vitra Diagnostic Medical Deviees. Alt supporting documentation is retained under the

tr:remises of the manufacturer.

$tandards Applied: EN ISO 13485:20'16

EN lS0 14971:2019

HN rSO 15223-1"2021

EN ISO 18113-1:2011

EN l$O 18113-2:2A11

EN ISO 23640:2015

EN 13612:20A2|AC:20A2

0

lzmir, 21.44.2422.

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:

$ignature
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EC DTcmRATIoN oT CoNFoRMITY
ln vitro Diagnostic Medical Devices in accordance with Directive 9A/79/HC

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brancl:

Classification:

Conform ity Assessment Route:

TUrklab Trbbi Mal. $an. ve Tic. A,g.

ITOB 10017 $okak No: 2 Tekeli - t\Ienderes / lzmir - Turkey

SAR$-CoV-2 lgMilgG Ab Test

TE$T IT@

Professional Use lVD, \Sl7?ltre

Annox lll

We, herewith cleclare that the above mentioned produets nteet the provisions of the Council Directive

98/79/EC tor ln-Vitra Diagnostic Medical Devices. All supporting clocumentation is retained Lrnder the
premises clf the manufacturer.

Standards Applied: EN ISO 13485:2016

trN ISO 14971:2019

EN tSO 15223,.2A16

HN ISO 181 13-1:201 1

HN lS0 18113-2:20'11

f;lV ISO 23640:2015

fiN 13612:2AA2

0

lzmir, 04.A1 .2Q21

Kartal Yaghdere

General Manager

Rovision No:

Plaee, Date of lssue:
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HC DECUaRATION OF CONFORMITY

ln vitro Diagnostic Medical Devices in accordance with Directive 9B/79/EC

Manufacturer:

Headquarters / Manufacturing $ide:

Product:

Brand:

Classification:

Conform ity Assessment Route:

Turklab Trbbi Mal. San. ve Tic. A.$.

ITOB '10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

Monkeypox Virus Ab Test

Rapidan@ Tester, Toyo@, lnfo@, TE$T lT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

9B/79/EC for ln-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer,

$tandards Applied: EN ISO 13485:2016

EN ISO 14971:2019

EN ISO 15223-1:2421

EN r$O 18113-1'.2011

EN tSO 18113-2"2011

trN ISO 23640:2015

EN 13612:2002

0

12mir,21.04.2022

KartalYagltdere

General Manager

Revision No:

Place, Date of lssue:
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EC DrcmRATroN or CoNFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Fleadq uarters / Manufacturing $ide:

Product:

tsrand:

Product Code:

Classification:

Gonform ity Assessment Route:

TUrklab Trbbi Mal. San. ve Tic. A.g.

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

Strep A Test

TEST IT@

TlsA101

Professional Use lVD, 98/79/HC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

9B/79/HC'for ln-Vitro Diagnostic Medical Devices, All supporting documentation is retained uncler the

premises of the manufacturer,

$tandards Applied: EN ISO 13485:2016

EN l$O 14971:2019

EN ISO 15223-1:2021

EN ISO 18113-1:2011

EN tSO 18113-2'.20'11

EN ISO 23640:2015

EN 13612'2002

0

12mi,21.04.2022

KartalYa$lrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DecInRATIoN oF CoTFoRMITY
ln vitro Diagnostic Medical Devices in accorclance with Directive ggiTglEc

Manufacturor:

Headquarters / Manufacturing $ide:
Product:

Brand:

Classification:

Conformity Assessment Route:

TUrklab Trbbi Mal, $an. ve Tic. A.g.

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

Hemoglobin A1o (HbA1c) Test

Rapidan@ Tester, Toyo@, lnfo@, TEST lT@

Professional Use lVD, gB/79/EC

Annex lll

We, herewith cleclare that the above mentioned products meet the provisions of the Council Directive
98/79/Ee for ln-Vitra Diagnostic Medical Devices. All supporting documentation is retainecj underthe
prernises of the manufacturer.

$tandards .Applied: EN ISO 13485:2016

HN tSO 14971.2019

EN ISO 15223-1:2021

EN l$O 18113^1:2011

EN ISO 18113-2:2a11

EN rSO 23640..2015

EN 13612:2A02

n

lzmi,28.A2,2A23

KartalYaglrdere

General Manager

Rovision No:

Flace, Date of lssue:

Signature
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EC DTcmRATIoN oF CoTFoRMITY
ln vitro Diagnostic Medical Devices in accordance with Directive gg/7glEc

Manufacturor:

Headquarters / Manufacturing Siele:

Product:

Brand:

Classification:

0onform ity Assessment Route:

Turklab Trbbi Mat. San. ve Tic, A.g"

lroB 10017 $okak No: 2 Tekeri - Menderes / rzmir - Turkey
Fecal Oceult Blood (FOB) Test

TEST IT@

Professional Use lVD, g\lTgltrC

Annex lll

we' herewith cleclare that the above mentioned products meet the provisions of the council Directive
9B/79/HC far ln-vitro Diagnostic Medical Devices. All sLrpporting cloeumentation is retained underthe
prernises of the manufacturer.

$tandards Applied: EN l$O 13485:2016

EN ISO 14971:2019

EN l$O 15223-1:2A21

EN ISO 181134:2A11

HN ISO 18111-2:2011

HN ISO 23640:2A15

EN 13612:2002

0

lzmir, 21.A4.2A22

KartalYaglrdere

General Manager

Revision No:

Place, Date of lssue:
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EC DTcUnRATION OT CONFORMITY

ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brand:

Classification:

Gonformity Assessment Route:

Turklab Trbbi Mal. $an. ve Tic. A.$.

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

Troponin I Test

TTST IT@

Professional Use lVD, 9B/79/EC

Annex Ill

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for ln^Vitr<: Diagnostic Meclical Devices. All supporling documentation is retained under the

premises of the manr"rfacturer.

$tandards Applied: HN ISO '1348$:2016

EN l$O 14971:2019

EN t$O 15223-1"2421

HN ISO 1B'l 13-1:201 1

EN rSO 18113-2"2011

EN ISO 23640:2015

EN 13612:2A02

0

lzmir, 21.44.2022

Revision No;

Place, Date of lssue:

$ignature
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General Manager
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EC DTcmRATIoN oF CoNFoRMITY
ln vitro Diagnostic Medical Devices in accordance with Directive g8/79/EC

Manufacturen

Headquarters / Manufacturin g Sicle:

Product:

Brand:

Classification:

Conform ity Assessment Ro ute:

TUrklab"l"rbbi Mal. $an. ve Tic. A.g.

ITOB 10017 Sokak No: 2 Tekeli * lVenderes / lzmir - Turkey

Anti-Syphilis Test

TEST IT@

Professional Use lVD, 98l79lEC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

98/79/EC for ln'Vitro Diagnostic Medical Devices. All surpporling documentation is retained under the
premises of the manufacturer.

$tandards Applied: HN l$O 13485:2016

EN l$O 14971:2019

EN ISO 15223-1:2Q21

EN ISO 18113-1:2011

EN ISO 18113-2:2011

EN ISO 23640:2015

EN 13612:2002

0

lzmir, 21.A4.2022

Kartal Ya$lrclere

General Manager

Revision No:

Place, Date of lssue:

Signature
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EC DrcmRATroN oF CoNFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive gs/7glEc

Manufacturer:

Headquarters i Manufacturing Side:

Product:

Brand:

Product Code:

Classification:

Conform ity Assessment Route:

Ttirklab Trbbi Mat, $an. ve Tic, A.g.

lroB 10012 sokak No: z rekeri - Menderes / rzmir - Turr<ey

AYC,2.2 Agar

TEST IT

TIAYCOl

Professional Use IVD, 9B/79/EC

Annex lll

We' herewith declare that the above mentioned products rneet the provisions of the Couneil Directive
98/79iEC for ln-vitro Diagnostic Medical Devices. All supporting documentation is retained unclerthe
premises of the manufacturer.

$tandarcNs Applied: HN l$0 13485:2016

[N l$O 15223-1:2021

EN ISO 181 13-1 :201 1

HN ISO 18113-2:2A11

0Revision No:

Place, Eate sf lssue:

Signature

lzmir, 28.04.2022

KartalYaglrdere

General Manager

C(r IIS{} {3$l.i il*i,f.
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EC DTcmRATIoN oT CoNFoRMITY
ln vitro Diagnostic Medical Devices in accordance with Directive gB/Zg/EC

Manulfacturer:

Headquarters / Manufacturing $ide:

Product:

Brand:

Product Code:

Classifieation:

Conform ity Assessment Route:

TUrklab Trbbi Mal. $an. ve Tic. A.g.

ITOB 10017 $okak No: 2 Tekeli- tVlenderes / lzrnir - Turkey

AYC-SENSITIVf;

THST IT

TIAYCO2

Professional Use lVD, 98/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/EC for ln'Vitro Diagnostic Medieal Devices, All supporling documentation is retained under the
premises of the manufacturer.

Standards Applied: HN ISO 13485:2016

HN tSO 15223-1..2A21

EN ISO 18113-1:2011

EN l$O 18113-2:2011

0Revision No:

Place, Date of lssue:

$ignature

lzmir, 28.04.2A22

KartalYa$lrdere

General Manager

l{. ilil;15 it{l{i}{l|i;i i Llilii
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EC DrcunRATroN or CoNFoRMTTY

One $tep Multi-Drug Urine Test, 12A

THST IT@

TIDOA1225A

Professional Use lVD, 98/79/Ee

Annex lll

we, herewith declare that the above mentioned produrcts meet the provisions of the courneil Directive

gg/7glEc for ln-vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

HN ISO 13485:2016

EN l$O 14971:2019

EN 13975:2003

HN ISO 18113-1:2011

EN l$O 181 13-2:201 1

EN 13612"2AA21AC"2A02

HN l$0 17511:2021

EN ISO 23640:2015

HN 13641 .2042

EN ISO 15223-1:2021

0

lzmir, 29,04.2022

KartalYa$ltdere

ln vitroDiagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer: TURKLAB Trbbi Mal. San. Tic. A'$'

Freadquarters / Manufacturing $ide: rroB 10017 sokak No: 2 Tekeli - Menderes / lzmir - Turkey

C(

Product:

Brand:

Produet References:

Classification:

Conform itY Assessm ent Route:

$taneJards APPlied:

Revision No/Revision Date:

Place, Date of lssue:

Signature
General Manager
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EC DgCUNRATION OT COTVTORMITY

ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

Headquarters / Manufacturing $ide:

Product:

Brand:

Glassification:

Conform ity Assessm ent Route:

TUrklab Trbbi Mal. $an, ve Tic' A.$'

ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

OOVID-19 Neurtralizing Ab T'est

Rapidan@ Tester, Toyo@, lnfo@, TE$T lT

Professional Use lVD, 98/79/HC

Annex lll

We, herewith cleelare that the above rnentionecl products meet the provisions of the Council Direetive

gg/7gl[e ktr ln-vitro Diagnostic Medical Devices. All surpporting documentation is retainecl uncjer tho

premises erf the manufacturer.

$tandarcis APPlied: EN ISO 13485:2016

EN ISO 14971:2019

HN l$O 15223:2016

EN l$O 18113-1:2011

EN l$O 18113-2:2011

EN t$O 2364A'2015

EN'13612'2002

0

lzmir, 20.05.2021

KartalYa$ltdere

General Manager

R.evision No:

Place, Date of lssue:

$ignature
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EC DTCmRATION Or COTUFORMITY

ln vitro Diagnostic Medieal Devices in accordance with Directive 98/79/HC

Manufacturen

Headq uarters / Manufacturing Side:

Product:

Brand:

Classification:

eonformity Assessment Route:

Turklab l'rbbi Mal. $an ve Tie. A,$.

ITOB '10017 $okak No: 2 Tekeli- Menderes / lzmir - Turkey

Covid-19 Ag Test

TT$T IT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive

9Bl7\tV.C far ln-Vitro Diagnostie Medical Deviees. All supporling documentation is retained under the

premises of the manufacturer.

Standards Applied: HN ISO '134t]5:2016

EN l$0 14971:2019

EN lS0 15223:2A16

EN ISO 1Bl 13-1:201 1

HN I$O 18113^2:2A11

EN ISO 23640:2015

HN 13612:2002

0

lzmir, 04.01.2021

Kartal Yaglrdere

General Manager

Revision No:

Place, Date of lssue;

Signature

C(

ei'6bistem
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EC DrcunRATroN or CoruFoRMrry
ln vitro Diagnostic Meclical Dovices in accordance witlr Directive gB/Zg/HC

Manufacturer: Turklab Trbbi Mal, $an. ve Tic. A.g.
Heatiquarters / Manufacturing $ide: ITOB 10017 Sokak No: 2 Tekeli- Menderes / lzmir - l-urkey
Product:

Brand:

Classification:

Gonform ity Assossment Route:

COVID-19 TO'|AL lg ELISA

Test-lt@, Rapidano Tester, Toyo@, lnfoo

Professional Use lVD, 98/79/EC

Annex lll

We, herewith cleclare that the above mentioned products meet the provisions of the Council Directive

9B/79/HC far ln-Vitro Diagnostic MecJical Devices. All supporting documentation is retainecl unclerthe
premises of the manufacturer.

$tandards Applied: trN ISO 13485:2016

EN ISO 14971:2012

EN ISO 15223:2A16

HN ISO 18113-1:2011

EN ISO 18113-2:2A11

EN tSO 23640:2.A15

EN 13612:2Q02

0

lzrni, 42.07 .202A

Kartal Ya$lldere

General Manager

Revision No:

Place, Date of lssue:

$ignature
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EC DTcLARATToN or CoNFoRMTTY

ln vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Manufacturer:

l-leadquarters / Manufactu ring S ide:

Product:

Brand:

e lassification:

eonformity Assessnrent Route:

Turklab Trbbi Mal. San. ve Tic. A.$

ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey

COVID-19 RealTime RT-PCR Kit
-l'est-lt@, 

Rapiclan@ Tester, Toyo@, lnfoo, Labmen@

Professional Use lVD, 98f29/ffiC

Annex lll

We, herewith declare that the above mentioned produets meet the provisions of the Council Directive

98/79/EC far ln-Vitro Diagnostic Medical Devices. All supporting documentation is retained underthe

premises of the manufacturer.

Standards Applied: EN rSO 13485'.2016

EN t$O 14971"2A12

HN tSO 15223 2416

HN l$O 181 13 1 :201 1

HN ISO 18113-22411

EN ISO 23640:2015

EN 13612'2042

0

lzmir, 02.03.2020

Revision No:

Place, Date of lssue:

Signature Kartal Yagltdere

General Manager
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EC DrcunRATroN oF CoruFoRMrrY

ln vitroDiagnostic Medical Devices in accorelanee with Directive 98/79/EC

Manufacturer:

Headquarters / Manufacturing Side:

Product:

Brand:

Classification:

Conform itY Assessment Route:

T'urklab Trbbi Mal. San ve Tic. A.$.

ITOB10017$okakNo:2Tekeli-Menderes/lzmir-Turkey

COVID-I9lgG [:LISA

Test-lt@, Rapiclan@ Tester, Toyo@, lnfo@

Professional Use lVD, 98/79/Ee

Annex lll

we, herewith decrare that the above mentioned products meet the provisions of the counoir Directive

oB/7glEC far tn-vitroDiagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer'

$itandands APPlied: EN l$O 13485:2016

EN l$o 14971',.Z1n

EN ISO 15223,2Q16

HN l$O 1B'113-'l:2011

EN l$O 181 13-2:201 1

HN ISO 23640:2015

EN 13612"2A02

0

lzmir, 82.07 .2A24

Revision No:

Place, Date of lssue:

$ignature

((

Kartal Ya$ltdere

General Manager

Taugi lvtg
l,1te{ur i1i3, *tg
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EC DrcmRATroN oF CoNFoRMrry
ln vitro Diagnostic Medical Devices in accordance with Directive gg/7g/Ec

Manufacturer:

l{eadquarters / Manufacturing $ide:
Product:

Branel:

Classification:

eonformity Assessment Route:

Turklab Trbbi Mal. $an. ve Tic. A.g.

ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

Dengue N$1 Test

TEST IT@

Professional Use lVD, gBlTgtEC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/HC far ln'Vitro Diagnostic Medical Devices. All supporting documentation is retained underthe
premises of the manufacturer.

Standards Apptied: EN ISO 13485:2016

EN l$O 14971:20't$

EN tSO 1s223-1..2021

EN ISO 181"13-1:201 1

EN ISO 181 13-2:201 1

EN l$O 23640:201S

EN 13612:2002

0

lzmir, 21.A4.2022

KartalYaghdere

General Manager

Revision No:

Place, Date of lssue:

$ignature
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EC DTcInRATIoN oF CoIvFoRMITY
ln vitro Diagnostic Medical Devices in accordance with Directive g8/ZglHC

Manufacturer:

l"{eadquarters / Manufacturing $icle:

Product:

Brand:

e Iassification:

Confonn ity Assessment Route:

"l"urklab Trbbi Mal. San. ve Tic. A g

ITOB 10017 $okak No: 2 Tekeli - Menderes / lzmir - Turkey

Dengue N$1, lgG/lgM Test

TEST IT@

Professional Use lVD, 9B/79/EC

Annex lll

We, herewith declare that the above mentioned produets meet the provisions of the Council Directive

9B/79/EC for ln^Vitro Diagnostic Medical Devices. All supporting doeumentation is retained underthe
prernises of the manufacturer.

$tandards Applied: EN l$O 13485:2016

EN ISO 14971:2019

HN ISO 15223-1:2Q21

EN l$O 181 13-l :201 1

HN r$O 18113-2..2011

EN ISO 23640:2A15

EN 13612:2002

0

lzmir, 21.04.2022

Kartal Yaglldere

General Manager

Revision No:

Plaee, Date of Issue:

$ignature

((

BioSi.sPem
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EC DTcIaRATIoN oF CoTFoRMITY
ln vitro Diagnostic Medical Devices in accprdance with Directive g8/79/HC

Manufacturor:

Fleadquarters / Manufacturing $icle:

Product:

Brand:

Classification:

Conformity Assessment Route:

Tiirklab Trbbi Mal. San. ve Tic. A.g.

ITOB 10017 Sokak No: 2 Tekeli- Menderes llzmir - Turkcy

Dengue IgG/lgM Test

TEST IT@

Professional Use lVD, 98/79/EC

Annex lll

We, herewith declare that the above mentioned products meet the provisions of the Councii Directive

9B/79/HC for ln-Vitro Diagnostic Medical Devices. All supporling documentation is retainecl underthe
premises of the manufacturer.

$tandards Applied: EN ISO 13485:20'16

EN ISO 14971:2019

EN t$O 15223-1.2021

EN ISO 18113-1"2A11

EN l$O 18113-2:2011

EN lS0 23640:2015

EN 13612:2002

0

lzmi, 21.04.2022

Kartal Ya$lrdere

General Manager

Revision No:

Plaee, Date of lssue:

Signature

(C

eioQ j/stem

!flYsi{. }t0:t,i r,$rrDrqrs i irxil
!01) $(, HO;2 HfitDIn$ I i:rj jtiqi. rAX; 0 ?31 :i7, 90,t0
u$. sru $ep 6iile

DOC02/41





Cert.Code: 

CERTIFICATE 

Award to 

Vitalie 

BIOSISTEM-MLD SRL, Moldova 

YFPX2022081200003 

For Successfully Completed the Course 

Cherry Yang 

Manager 

Training De part me nt 

Hematology 

Classic 3-DIFF Series 

Level: Service Professional 

2022/06/28 - 2022/06/29 

China 

Shenzhen Mind ray Bio-medical Electronics Co.,Ltd. 

Date: 2022.08.12 



Cert.Code: 

CERTIFICATE 

Award to 

Nasedchin Alexander 

BIOSISTEM-MLD SRL, Moldova 

YFPX2022082900006 

For Successfully Completed the Course 

Cherry Yang 

Manager 

Training De part me nt 

Hematology 

Classic 3-DIFF Series 

Level: Service Professional 

2022/06/28 - 2022/06/29 

China 

Shenzhen Mind ray Bio-medical Electronics Co.,Ltd. 

Date: 2022.08.29
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