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Archem Saglik San. ve Tic. A.S.
Mahmutbey Mah. Halkali Cad.
No:124 Bagcilar/istanbul

Tel : 444 08 92 Pbx

Fax: +90 (212) 629 98 89
info@archem.com.tr
www.archem.com.tr
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‘ DIAGNOSTICS
TP, D-Dirwer Reagent Archem Saglik San. ve Tic. A.S.
ZA178B4-R2 D-Dimer Reagent Mahmutbey Mah. Halkali Cad.
ZA17B20-R1 D-Dimer Reagent No:124 Bagcilar/Istanbul
Tel : 444 08 92 Pbx
ZA17B20-R2 D-Dimer Reagent Fax: +90 (212) 629 98 89
PR21B1-R1 Procalcitonin Reagent w:ew@:r’cc::n:"f:r;"ttr'
PR21B1-R2 Procalcitonin Reagent
5110M PlasmaDiluent 11l
5121M Stromalyse Ill
5131M CleanAr
5120R Stromalyse
9020R CleanAr
5310C PlasmaDiluent C
5321C Stromalyse C
5330C CleanAr
5340C Concentrated Cleanacer
5910MN PlasmabDiluent Il
5911MN PlasmabDiluent Ill
5950MN DS Dilient
5920MN Stromalyse
5921MN Stromalyse MN
5930MN CleanAr
5931MN CleanAr
5940MN Concentrated Cleanacer
5941MN PROBE CleanAr
5810AB PlasmaDiluent
5811AB PlasmaDiluent
5820AB Stromalyse ABB
5821AB Stromalyse ABB
5830AB CleanAr
5831AB CleanAr
5840AB Concentrated Cleanacer
5611SW PlasmaDiluent
5621SW Stromalyse SW
5631SW CleanAr
6410DN PlasmaDiluent
6411DN PlasmaDiluent
6420DN Stromalyse DN
6421DN Stromalyse DN
6430DN CleanAr
6431DN CleanAr
6440DN Concentrated Cleanacer
NiM §TI
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‘ DIAGNOSTICS

ad Plasmabiluent A Archem Saglik San. ve Tic. A.S.
5411A PlasmaDiluent A Mahmutbey Mah. Halkal Cad.
5420A Stromalyse A No:124 Bagcilar/Istanbul

Tel : 444 08 92 Pbx
5421A Stromalyse A Fax: +90 (212) 629 98 89
5430A CleanAr info@archem.com.tr

www.archem.com.tr
5431A CleanAr
5440A Concentrated Cleanacer
7310ER PlasmaDiluent
7311ER PlasmaDiluent
7320ER Stromalyse E
7321ER Stromalyse E
7322ER Stromalyse E
7330ER CleanAr
7340ER Concentrated Cleanacer
6011MD PlasmaDiluent I
6020MD Stromalyse MD
6021MD Stromalyse MD
6031MD Cleaner MD Sample
6030MD CleanAr
6040MD Concentrated Cleanacer
6211HY PlasmaDiluent
6220HY Stromalyse HY
6221HY Stromalyse HY
6231HY CleanAr HY
6240HY Concentrated Cleanacer
5211R PlasmaDiluent
5220R Stromalyse HY
5221R Stromalyse HY
6510ML PlasmaDiluent
6511ML PlasmaDiluent
6520ML Stromalyse DIFF
6521ML M REF CONC
8111AR PlasmaDiluent
8110AR PlasmaDiluent
8112AR PlasmaDiluent C
8120A Stromalyse
8121A Stromalyse
8130A CleanAr
8131A CleanAr
8132A CleanAr
8140A Concentrated Cleanacer

SAGIIK SAN. NONIM §TI

Mahmutbey Mafy. HalKalf Cad. No:124/42

Bagoifar/iST. Tel:4#4 08 92 Fax:0212 6299889
Giinesli V.D:0730790980
1SO 9001 :2015 & ISO 13485:2016 Registered Company
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‘ DIAGNOSTICS

i Plastmaliluent Archem Saglik San. ve Tic. A.S.
6711S PlasmaDiluent Mahmutbey Mah. Halkali Cad.
67205 Stromalyse E No:124 Bagcilar/Istanbul

Tel : 444 08 92 Pbx
6721S Stromalyse E Fax: +90 (212) 629 98 89
67305 CleanAr info@archem.com.tr

www.archem.com.tr
6740S Concentrated Cleanacer
5111M PlasmaDiluent Il
5120M Stromalyse IlI
5130M CleanAr
5125B Stromalyse B
51288 Stromalyse EOS
5140M Concentrated Cleanacer
7110N PlasmaDiluent 11l
7111N PlasmaDiluent IlI
7210N Stromalyse
7211N Stromalyse
7220N CleanAr
7230N Concentrated Cleanacer
7010P PlasmaDiluent
7011P PlasmabDiluent
7020P Stromalyse
7021P Stromalyse
7030P CleanAr
7031P CleanAr
7040P Concentrated Cleanacer
5311¢€ PlasmaDiluent C
5320C Stromalyse C
5325C Stromalyse ALFA
5231R CleanAr
5240R Concentrated Cleanacer
7310S PlasmaDiluent
73208 Stromalyse
7321S Stromalyse
7330S CleanAr HY
7340S Concentrated Cleanacer
8210DW PlasmaDiluent
8220DW Stromalyse
8221DW Stromalyse
8230DW CleanAr
8240DW Concentrated Cleanacer
8310HX PlasmaDiluent

SAGLIK SAN. V iM$TL.

Mahghutbey Mah. fpaligh La .No:124/42
Bagcila /IST. Tel:44[y/08 92 Fax:0212 629 98 89
Giinegli V.D.:0730790980
1SO 9001 :2015 & ISO 13485:2016 Registered Company
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@ archem

Appendix to
DIAG
Conformity Declarations NOsST ICs
Archem Saglik San. ve Tic. AS.
Archem Diagnostic Systems Mahmutbey Mah. Halkal; Cad.

No:124 Bagcilar/istanbul
Tel : 444 08 92 Pbx
Fax: +90 (212) 629 98 89

Conformity also declared with all aplicable harmonized standards, especially the info@archem.com.tr
following: www.archem.com.tr

EN ISO 13485: Medical devices — Quality management systems — Requirements
for regulatory purpose.

EN ISO 14971: Medical devices — Application of risk management to medical
devices.

EN ISO 17511: In vitro diagnostic medical devices — Measurement of quantities in
biological samples. Metrological traceability of values assigned to calibrators and
control materials.

EN I1SO 18113-1: In vitro diagnostic medical devices —Information supplied by
themanufacturer (labelling) — Part 1: Terms, definitions and general requirements.

EN 1SO 18113-2: In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 2: In vitro diagnostic reagents for Professional use.

Other standards applied:
EN ISO 9001: Quality management systems

Note: Standards are used in this issue that is valid at date of issue of this conformity
declaration.

Commercial Director
Erkan Uca
06.10.2022

M Archem Diagnostics Industry Inc.
Mahmutbey Mah. Halkali Cad. No:124 Bagcilar, ISTANBUL TURKEY
TIf: + 90 212 444 08 92 Fax: +90 212 629 98 89 info@archem.com.tr www.archem.com.tr

1SO 9001 :2015 & ISO 13485:2016 Registered Company
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