






 TAŞIMA BESİYERİ (NÜKLEİK ASİT (DNA, RNA) EKSTRAKTE EDİCİ VE KORUYUCU TASİMA SIVISI) (315 L)(TAŞIMA BESIYERI (NÜKLEIK ASIT (DNA, RNA) 
EKSTRAKTE EDICI VE KORUYUCU TASIMA SIVISI) (315 L)), 

Yukarıda hüviyeti yazılı işletme 24.04.1957 tarih ve 6948 sayılı Kanunun ikinci maddesi gereğince tescil edilmiş olup 2941 sayılı Seferberlik ve Savaş
Hali Kanunu hükümleri gereğince Türk Silahlı Kuvvetlerine tahsis edildiği takdirde bu tahsisi taahhüt etmiş sayılır.

Bu belge düzenleniş tarihi itibariyle belge iptali gerçekleşmediği sürece geçerli olup iki yılda bir vize ettirilmek zorundadır.               Sanayi Sicil Belgesi 1/1. sayfasıdır. 

İş bu e-belge İSTANBUL  Sanayi ve Teknoloji İl Müdürlüğü tarafından düzenlenmiş olup belge geçerliliği doğrulamak için yukarıdaki QRCode veya aşağıdaki link kullanılmalıdır.
https://sanayisicil.sanayi.gov.tr/App_Pages/CommonPages/QRCodeIsletmeBilgileriGoruntuleme.aspx?ID=KchqQCSh2LK2czaLdUgB3w%3d%3d

Belge Basım Tarihi : 01/12/2021

SANAYİ SİCİL BELGESİ

İşyeri İşletme Ünvanı : SPESERA SAĞLIK ÜRÜNLERİ İÇ VE DIŞ TİCARET LİMİTED ŞİRKETİ

İşyeri Adresi               : GÖZTEPE MAHALLESİ BATIŞEHİR CADDE DIŞ KAPI NO: 2 /3 İÇ KAPI NO: 1B12. BAĞCILAR/İSTANBUL

15/03/2021 785157 İlk KayıtBelge Tarihi : Belge No : Veriliş Sebebi : 
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SANAYİ GENEL MÜDÜRLÜĞÜ 

Üretim Konusu

Vize Tarihi : Vize Dönemi Bitiş Tarihi : 7810414636Vergi/TC No :
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REGISTRATION NOTIFICATION

Ref. No.: MU-EAR-22101 Date: 09/03/2022

This is to certify that, according to the Council Directive 98/79/EC, MedUnion S.L performed 
all notification duties and responsibilities as the European Authorized Representatives (EC 
REP) of: 

Manufacturer:

Address:

Spesera Health Products. Imp & Exp. Trade, Ltd

Goztepe mah. Batısehir cad. No:2/3 Bagcılar/İSTANBUL

The Manufacturer has provided MedUnion S.L. with all the appropriate declarations according 
to the 98/79/EC Directive-article 10 requirements including the EC Declaration of Conformity 
confirming that his In-Vitro Diagnostics medical devices, as stipulated in the Annex I, are 
fulfilling the applicable requirements of the European Concil Directive 98/79/EC

The notification of the In-Vitro Diagnostic medical devices in the Annex I has been completed 
by MedUnion S.L on the 09/03/2022 with Registratation number RPS/602/2022 in Spanish 
Medicines and Medical Products Agency. 

Conformity Assessment Route: Medical device directive: Council Directive 98/79/EC 
concerning in vitro diagnostic medical devices (IVDD 98/79/EC).

In-Vitro Diagnostic medical devices: Please see ANNEX I-List of devices (1 page, 22 devices) 

    Ms Shu Chuan Kuo, Managing Director

    MedUnion S.L.
This notification will be automatically void if the Notification is rejected by the EU Authorities or 

upon termination of the EAR.

Managing Director

Registered Address: Carrer de Tapioles 33,2-1,08004, Barcelona, Spain
T: +34-644173535  Email:admin@medunion.es  SRN:ES-AR-000019366



ANNEX I- List of Devices

Ref. No.: MU-EAR-22101

Nº Product Name Class

1 COVID-19 Antigen Rapid Test Other

2 COVID-19 Antigen/InfluenzaA+B Ag Combo rapid test Other

3 COVID-19 IgG/IgM Rapid test kit Other

4 Malaria pf/pv One Step Rapid Test Other

5 Malaria pf/pan One Step Rapid Test Other

6 fFN Rapid Test Other

7 D Dimer Rapid Test Device Other

8 Influenza A/B Ag Rapid Test Other

9 Troponin I Rapid Test Other

10 Typhoid AntigenRapid Test Other

11 Adenovirus Ag Rapid Test Other

12 Rotavirus Rapid Test Other

13 Strep A Rapid Test Other

14 FOB Rapid Test Other

15
Mycobacterium Tuberculosis Antibody Rapid Test Other

16 One Step COC Rapid Test Other

17 One Step Multi-Drug Test Dip Card Other

18 H.Pylori Antigen Rapid Test Other

19 H.Pylori Antibody Rapid Test Other

20 Syphilis Rapid test Other

21 Pregnancy one step Rapid test Other

22 Urine multi strip test Other























Live, work, travel in the EU

COVID-19 In Vitro Diagnostic Devices and Test Methods
Database

Home COVID-19 In Vitro Diagnostic Medical Devices

COVID-19 In Vitro Diagnostic Medical Device - detail

COVID-19 In Vitro Diagnostic Medical Device -
detail

Covid-19 Antigen Rapid Test Cassette

Manufactured by SPESERA SA!LIK ÜRÜNLER" "Ç VE DI# LTD. #T".,
Turkey - www.spesera.com.tr

Device
identification
number

2246

CE Marking !! Yes

HSC common list $ No

Format Near POC / POC

Physical Support Cassette

Target type Antigen

Specimen Nasal swab, Nasopharyngeal swab, Throat swab

An official EU website

22.03.2022 12!34
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The database contains publicly available In Vitro Diagnostic Medical Devices for
COVID-19 and it is being updated periodically. Please note that additional performance

Cross-reactivity
(pathogens
tested)

Alpha Coronavirus 229E (HCoV-229E), Alpha Coronavirus Nl63
(HCoV-Nl63), Beta Coronavirus HKU1 (HCoV-HKU1), Beta
Coronavirus OC43 (HCoV-OC43)

Commercial
Status

Commercialised

Last Update 2022-03-14 09:42:40 CET

Comments Covid-19 Antigen Rapid Test Cassette

Assay Type Immuno-Antigen

Reader Required No

Subcategory Extraction kit

Method Immunochromatography

Measurement Qualitative

Time 15 minutes

Subclass Multiple

LOD 580 TCID50/ml

Positive control 100xTP/(TP+FP)=100x238/242=98.34%

Negative control 100xTN/(FN+TN)=100x530/538=98.51%

Analytical
Sensitivity

93.76 %

Analitical
Specificity

97.5 %

Clinical Sensitivity 96.89 %

Clinical Specificity 99.1 %

Notes Ares(2021)3875860
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I I I
ÜRÜNLER AMBALAJKATALOG NO

SP-4000 CHROMagar CANDIDA 10 × 90 mm
SP-4001 CHROMagar ORIENTATION 10 × 90 mm
SP-4002 CHROMagar S.AUREUS 10 × 90 mm
SP-4003 CHROMagar MRSA 10 × 90 mm
SP-4004 CHROMagar VRE 10 × 90 mm
SP-4005 CHROMagar PSEUDOMONAS8 10 × 90 mm
SP-4006 CHROMagar SALMONELLA 10 × 90 mm
SP-4007 CHROMagar SALMONELLA PLUS 10 × 90 mm
SP-4008 CHROMagar E.COLI 10 × 90 mm
SP-4009 CHROMOGENIC UTI 10 × 90 mm
SP-4010 CHROMOGENIC ECC (E.COLI/COLIFORM) 10 × 90 mm
SP-4011 CHROMOGENIC 0157 10 × 90 mm
SP-4012 CHROMOGENIC TBX 10 × 90 mm
SP-4013 CHROMOGENIC SALMONELLA 10 × 90 mm

  SP-1000 ALOA AGAR 10 × 90 mm
SP-1001 BAIRD PARKER AGAR (BPA) 10 × 90 mm
SP-1002 BAIRD PARKER AGAR (BPA) w/RPF SUPPLEMENT 10 × 90 mm
SP-1003 BACILLUS CEREUS (MYP) AGAR 10 × 90 mm
SP-1004 BILE ESCULIN AGAR 10 × 90 mm
SP-1005 BILE ESCULIN AZIDE (ENTEROCOCCOSEL) AGAR 10 × 90 mm
SP-1006 BRILLIANT GREEN AGAR (BGA) 10 × 90 mm
SP-1007 BRAIN HEART INFUSION AGAR 10 × 90 mm
SP-1008 CAMPLYOBACTER BLOOD AGAR 10 × 90 mm
SP-1009 CAMPLYOBACTER BLOOD-FREE AGAR (MCCDA BOLTON) 10 × 90 mm
SP-1010 CAMPLYOBACTER SELECTIVE AGAR (SKIRROW) 10 × 90 mm
SP-1011 CETRIMIDE AGAR 10 × 90 mm
SP-1012 ÇİKOLATAMSI AGAR 10 × 90 mm
SP-1013 ÇİKOLATAMSI AGAR w/BIOVITEX +VX FACTOR 10 × 90 mm
SP-1014 DG-18 AGAR 10 × 90 mm
SP-1015 DRBC AGAR 10 × 90 mm
SP-1016 DNAse AGAR 10 × 90 mm
SP-1017 EMB AGAR 10 × 90 mm
SP-1018 ENDO AGAR 10 × 90 mm
SP-1019 ENTEROCOCCOSEL w/ VANCOMYSIN AGAR 10 × 90 mm
SP-1020 HEKTOEN ENTERIC AGAR 10 × 90 mm
SP-1021 5% KOYUN KANLI AGAR 10 × 90 mm
SP-1022 5% KOYUN KANLI MUELLER HINTON AGAR 10 × 90 mm
SP-1023 KING B MEDIUM 10 × 90 mm
SP-1024 LEGIONELLA BCYE AGAR w/L-CYSTEINE 10 × 90 mm
SP-1025 LEGIONELLA GVPC SELECTIVE AGAR 10 × 90 mm
SP-1026 LEGIONELLA BMPA SELECTIVE AGAR 10 × 90 mm
SP-1027 LEGIONELLA MWY SELECTIVE AGAR 10 × 90 mm
SP-1028 LISTERIA OXFORD AGAR 10 × 120 mm
SP-1029 LISTERIA PALCAM AGAR 10 × 150 mm
SP-1030 LT 100 AGAR 10 × 90 mm
SP-1031 m-LES ENDO AGAR 10 × 90 mm
SP-1032 MACCONKEY AGAR 10 × 90 mm
SP-1033 MACCONKEY AGAR w/SORBITOL 10 × 90 mm
SP-1034 MANNITOL SALT AGAR 10 × 90 mm
SP-1035 MUELLER HINTON AGAR 10 × 90 mm
SP-1036 MUELLER HINTON AGAR 120 MM 10 × 90 mm
SP-1038 NUTRIENT AGAR 10 × 90 mm
SP-1039 PLATE COUNT AGAR (PCA) 10 × 90 mm
SP-1040 PLATE COUNT AGAR (PCA) w/SKIM MILK 10 × 90 mm
SP-1041 POTATO DEXTROSE AGAR (PDA) 10 × 90 mm
SP-1042 PSEUDOMONAS CN AGAR 10 × 90 mm
SP-1043 R2A AGAR 10 × 90 mm
SP-1044 SABOURAUD DEXTROSE AGAR (SDA) 10 × 90 mm
SP-1045 SABOURAUD DEXTROSE AGAR (SDA) w/CHLORAMPHENICOL 10 × 90 mm
SP-1046 SABOURAUD DEXTROSE AGAR (SDA) w/CAF +CYC 10 × 90 mm
SP-1048 SCHAEDLER AGAR 10 × 90 mm
SP-1049 SLANETZ BARTLEY AGAR (SBA) 10 × 90 mm
SP-1050 SALMONELLA SHIGELLA (SS) AGAR 10 × 90 mm
SP-1052 THAYER MARTIN AGAR 10 × 90 mm
SP-1053 TRYPTIC SOY AGAR (TSA) 10 × 90 mm
SP-1054 TRYPTIC SOY AGAR (TSA) w/ NEUTRALISANT 10 × 90 mm
SP-1055 TSC AGAR 10 × 90 mm
SP-1056 XLD AGAR 10 × 90 mm
SP-1058 VIOLET RED BILE (VRB) AGAR 10 × 90 mm
SP-1059 VIOLET RED BILE DEXTROSE (VRBD) AGAR 10 × 90 mm
SP-1060 VRE AGAR 10 × 90 mm
SP-1061 YEAST EXTRACT AGAR 10 × 90 mm

SP-2000 EMB / ÇİKOLATAMSI AGAR 10 × 90 mm
SP-2003 5% KOYUN KANLI / EMB AGAR 10 × 90 mm
SP-2004 5% KOYUN KANLI / ÇİKOLATAMSI AGAR 10 × 90 mm
SP-2005 5% KOYUN KANLI / UTI AGAR 10 × 90 mm

PETRİDE BESİYERLER (BÖLMELİ)PETRİDE BESİYERLER (BÖLMELİ)

Test listesi
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ÜRÜNLER AMBALAJKATALOG NO

SP-6001 BILE ESCULIN AZIDE (ENTEROCOCCOSEL) AGAR 10 × 60 mm
SP-6002 CHROMOGENIC COLIFORM (CCA) AGAR 10 × 60 mm
SP-6004 DG 18 AGAR 10 × 60 mm
SP-6005 DRBC AGAR RODAK 10 × 60 mm
SP-6006 LACTOSE TTC TERGITOL AGAR 10 × 60 mm
SP-6007 LEGIONELLA BCYE AGAR w/L-CYSTEINE 10 × 60 mm
SP-6008 LEGIONELLA GVPC SELECTIVE AGAR 10 × 60 mm
SP-6009 m-CP AGAR 10 × 60 mm
SP-6010 m-FC AGAR 10 × 60 mm
SP-6011 m-LES ENDO AGAR 10 × 60 mm
SP-6012 PLATE COUNT AGAR (PCA) RODAK 10 × 60 mm
SP-6013 PLATE COUNT AGAR (PCA) w / NEUTRALISANT RODAK 10 × 60 mm
SP-6014 PSEUDOMONAS CN AGAR 10 × 60 mm
SP-6015 SABOURAUD DEXTROSE AGAR w / NEUTRALISANT RODAK 10 × 60 mm
SP-6016 SABOURAUD DEXTROSE AGAR RODAK 10 × 60 mm
SP-6017 SLANETZ BARTLEY AGAR (SBA) 10 × 60 mm
SP-6018 TRYPTIC SOY AGAR w / NEUTRALISANT RODAK 10 × 60 mm
SP-6019 TRYPTIC SOY AGAR RODAK 10 × 60 mm

SP-3000 ACETAMIDE BROTH 25 × 9 mL
SP-3001 AKJ BROTH 25 × 9 mL
SP-3002 ALKALINE PEPTONE WATER 25 × 9 mL
SP-3003 BILE ESCULIN AGAR 25 × 6 mL
SP-3004 BRAIN HEART INFUSION BROTH 25 × 5 mL
SP-3005 EC BROTH 25 × 9 mL
SP-3006 GLUKOZ BUYYON 25 × 9 mL
SP-3007 GN BROTH 25 × 5 mL
SP-3008 INDOL BROTH 25 × 5 mL
SP-3009 KLIGLER IRON AGAR 25 × 6 mL
SP-3010 LAURYL SULFATE TRYPTOSE BROTH w/MUG+DURHAM TÜP 25 × 9 mL
SP-3011 LETHEEN BROTH 25 × 10 Ml
SP-3012 LISTERIA FRASER BROTH 25 × 10 mL
SP-3013 LISTERIA FRASER BROTH 10 × 225 mL
SP-3014 LISTERIA FRASER HALF BROTH 10 × 90 mL
SP-3015 LISTERIA FRASER HALF BROTH 10 × 225 mL
SP-3016 LOWENSTEIN JENSEN MEDIUM 25 × 6 mL
SP-3017 LT 100 BROTH 25 × 9 mL
SP-3018 LT 100 BROTH 10 × 90 mL
SP-3019 LYSINE IRON (LIA) AGAR 25 × 6 mL
SP-3020 MAC CONKEY BROTH 10 × 100 mL
SP-3021 MAXIMUM RECOVERY DILUENT 25 × 9 mL
SP-3022 MAXIMUM RECOVERY DILUENT 10 × 90 mL
SP-3023 MOTILITY INDOL ORNITHIN (MIO) MEDIUM 25 × 5 mL
SP-3024 MOTILITY TEST MEDIUM 25 × 5 mL
SP-3025 MKTTn BROTH 25 × 10 mL
SP-3026 MR VP (CLARK LUBS) MEDIUM 25 × 5 mL
SP-3027 mTSB BROTH 25 × 9 mL
SP-3028 mTSB BROTH 10 × 90 mL
SP-3029 mTSB BROTH 10 × 225 mL
SP-3030 MUELLER HINTON BROTH 25 × 5 mL
SP-3031 MUELLER HINTON BROTH w/AT KANLI 2,5 % 25 × 5 mL
SP-3032 6,5 % NaCI BROTH 25 × 5 mL
SP-3033 NUTRIENT BROTH 25 × 5 mL
SP-3033 PEPTONE (TRYPTONE) WATER 25 × 9 mL
SP-3034 PEPTONE (TRYPTONE) WATER 10 × 90 mL
SP-3035 PEPTONE (TRYPTONE) WATER 10 × 225 mL
SP-3036 BUFFERED PEPTONE WATER 25 × 9 mL
SP-3037 BUFFERED PEPTONE WATER 10 × 90 mL
SP-3038 BUFFERED PEPTONE WATER 10 × 225 mL
SP-3039 PHENYLALANINE AGAR 25 × 6 mL
SP-3040 RAPPAPORT VASSILIADIS SOY (RVS) BROTH 25 × 9 mL
SP-3041 RAPPAPORT VASSILIADIS SOY (RVS) BROTH 10 × 90mL
SP-3042 SABOURAUD DEXTROSE (SDA) AGAR w/ CAF 25 × 6 mL
SP-3043 SABOURAUD DEXTROSE BROTH 25 × 5 mL
SP-3044 SELENITE F BROTH 25 × 5 mL
SP-3045 SIMMON'S CITRATE AGAR 25 × 6 mL
SP-3046 SIM MEDIUM 25 × 5 mL
SP-3047 THIOGLYCOLLATE MEDIUM 25 × 5 mL
SP-3048 THIOGLYCOLLATE MEDIUM 10 × 90 mL
SP-3049 THIOGLYCOLLATE MEDIUM w/ TWEEN 80 10 × 90 mL
SP-3050 TRYPTIC SOY BROTH (TSB) 25 × 5 mL
SP-3051 TRYPTIC SOY BROTH (TSB) 10 × 90 mL
SP-3052 TSC AGAR 25 × 18 mL
SP-3053 TRIPLE SUGAR IRON (TSI) AGAR 25 × 6 mL
SP-3054 UREA AGAR 25 × 6 mL
SP-3055 YEAST EXTRACT AGAR 25 × 7 mL
SP-3056 YEAST EXTRACT AGAR 25 × 18 mL

SP-5000 KAN KÜLTÜR ŞİŞESİ (YETİŞKİN) 10 ad / kt
SP-5001 KAN KÜLTÜR ŞİŞESİ (PEDİATRİK) 10 ad / kt
SP-5002 BONCUKLU SAKLAMA BESİYERİ 100 × 1 mL

ÜRÜNLERKATALOG NO AMBALAJ

PETRİDE BESİYERLER (60 MM)

Test listesi
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