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The undersigned, Juan Robert Arnavat,
Sworn Translator and Interpreter
appointed by the Spanish Ministry of
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rendering of the original document
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WHEREFORE, I set forth my hand and
seal on this 27™ February, 2014, in the
city of Barcelona.
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;’ Doctor in lnduslri';::_l_gngineering
T and Sworn Translator
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| MINISTRY OF HEALTH

, SOCIAL SERVICES Spanish Agency for Drugs DEPARTAMENT OF
AND EQUALITY and Health Products HEALTH PRODUCTS

PS/DP/MST 31/2014-CERT.

I, Ms. Maria del Carmen Abad Luna, Head of the Department of Health Products at the Spanish
Agency for Drugs and Health Products

CERTIFY:

That the company SPINREACT, S.A., with registered offices at Ctra. Santa Coloma, 7 - Sant
Esteve de Bas, 17176 Girona (Spain), manufactures and sells in Spain the products for in vitro
diagnosis listed in the attached appendix which comprises 9 pages, that these products have the CE
marking in accordance with Directive 98/79/EC of the European Parliament and Council of 27
October 1998 on health products for in vitro diagnostic, authorising their sale in Spain and in the
rest of the countries of the European Union, and there are no obstacles to their exportation.

For these products, the company has notified the Authorities responsible for health products in
Spain of the information relating to the registration of persons responsible for placing devices on the
market established in article 9 of Royal Decree 1662/2000 of 29 September on health products for
in vitro diagnostic, which transposes article 10.1 of the aforementioned directive about the register
of manufacturers and products.

That the aforementioned company has the prior health licence required for the facilities used to
manufacture health products for in vitro diagnosis, to which effect it is registered on the appropriate
register with licence number 5206-PS, with these facilitics being subject to control and inspection
by the Spanish health authorities, in accordance with the provisions of article 4 of Royal Decree
1662/2000 of 29 September on health products for in vitro diagnostic.

Furthermore, and even though it is a voluntary standard, the aforementioned company has obtained
certification to the EN-ISO 13485 standard “Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes™, which guarantees compliance with the requirements of the
appendices of the aforementioned directive and which are equivalent to the good manufacturing
practices required by other countries.

And so that it MAY SERVE the appropriate purposes, I sign this certificate in Madrid, on thirteen
February two thousand and fourteen.
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REFERENCE _ BIOQUIMICA - BIOCHEMISTRY
1001121 Fosfatasa Acida - ACP. Hillmann. Kinetic
1001122 Fosfatasa Acida - ACP. Hillmann. Kinetic
1001125 Fosfatasa Acida - ACP - Bireactiva. Hillmann. Kinetic
1001070 ADA (Adenosine Deaminase). Colorimetric - Kinetic.
1001032 ACIDO CITRICO- CITRIC ACID
1001034 ACIDO OXALICO- OXALIC ACID
1001035 ACIDO OXALICO- OXALIC ACID
1001075 ALDOLASA - ALDOLASE
1001020 ALBUMINA - Albumin
1001022 ALBUMINA - Albumin I
1001023 ALBUMINA - Albumin
1001130 Fosfatasa Alcalina - ALP.
1001131 Fosfatasa Alcalina - ALP.
1001132 Fosfatasa Alcalina - ALP.
41240 Fosfatasa Alcalina - ALP LQ.
41242 Fosfatasa Alcalina - ALP LQ.
41243 Fosfatasa Alcalina - ALP LQ.
41245 Fosfatasa Alcalina - ALP LQ. AMP. IFCC.
41246 Fosfatasa Alcalina - ALP LO. AMP. IFCC.
1001075 ALDOLASA - ALDOLASE
1001410 AMONIACO - AMMONIA.
41201 AMILASA -LQ.- AMYLASE LQ.
41202 AMILASA -LQ.- AMYLASE LQ.
1001030 ACIDOS TOTALES BILIARES - TOTAL BILE ACIDS. -
1001041 BILIRUBINA T&D . BILIRUBIN T&D Jendrassik
1001042 BILIRUBINA Total. TOTAL BILIRUBIN DMSO. |
1001043 BILIRRUBINA DIRECTA - BILIRUBINA Direct. DMSO.
1001044 BILIRUBINA T&D - BILIRUBIN T&D -DMSO.
1001062 CALCIO -oC v/v. - CALCIUM oC v/v -Cresolphtalein.
1001060 CALCIO -oC. - CALCIUM oC v/v o-Cresolphtalein.
1001061 CALCIO oC v/v. o — CALCIUM oC v/v. o-Cresolphtalein.
1001065 CALCIO -A TII. — CALCIUM AIII- Arsenazo III. Color.
1001430 CO2 LQ.- CARBON DIOXIDE LQ. Enzymatic.
1001032 ACIDO CITRICO- CITRIC ACID
1001360 CLORURO - CHLORIDE. Thiocyanate-Hg. Color.
1001090 COLESTEROL-CHOLESTEROL.
1001091 COLESTEROL-CHOLESTEROL.
1001092 COLESTEROL-CHOLESTEROL.
1001093 COLESTEROL-CHOLESTEROL. _ 1
41019 COLESTEROL LQ.-CHOLESTEROL-LQ.
41020 COLESTEROL LQ-CHOLESTEROL-LQ).
41021 COLESTEROL LQ.-CHOLESTEROL -LQ,
41022 COLESTEROL LQ.-CHOLESTEROL-LQ). =
41035 COLESTEROL LIBRE - CHOLESTEROL FREE. \
41023 LDLc -D
1001095 HDLc -P. Precipitating Method.
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1001096 HDLc -D
1001097 HDLc -D
1001098 HDLc -D
1001099 HDLc -D. Direct.
1001100 COLINESTERASA- CHE. Butyrylthiocholine.
1001101 COLINESTERASA - CHE. DIBUCAINE.
1001102 COLINESTERASA BIREACTIVA - CHE -2R. Butyrylthiocholine
41210 COLINESTERASA LQ.- CHE -LQ.
1001050 CK-NAC.
41250 CK-NAC -LQ.
1001054 CK-MB.
1001055 CK-MB. B
41254 CK-MB -LQ.
1001080 COBRE - COPPER.
1001110 CREATININA -CREATININE -J. Jaffé.
1001111 CRETININA - CREATININE -J. Jaffé.
1001112 CRETININA -CREATININE -J. Jaffé.
1001113 CRETININA -CREATININE -J. Jaffé.
K-4001 CRETININA -CREATININE -Je. Jaffé.
1001115 CRETININA TRINDER - CREATININE -TR. Enzymatic.
1001117 CRETININA TRINDDER - CREATININE -TR. Enzymatic.
41205 ENZIMA CONVERTIDOR DE ANGIOTENSINA - ACE
1001158 FRUCTOSAMINA -FRUCTOSAMINE
1001185 y-GT.
1001186 y- GT.
1001187 y-GT.
41290 y-GT -LQ. -
41292 v-GT -LQ.
41293 y-GT -LQ.
1001190 GLUCOSA- GLUCOSE
1001191 GLUCOSA- GLUCOSE
1001192 GLUCOSA-GLUCOSE
41010 GLUCOSA- GLUCOSE -LQ
41011 GLUCOSA-GLUCOSE -LQ.
41012 GLUCOSA-GLUCOSE -LQ.
41013 GLUCOSA -GLUCOSE -LQ.
1001200 GLUCOSA -GLUCOSE -HK.
1001201 GLUCOSA-GLUCOSE -HK.
1001160 GOT/ AST. IFCC. Enzymatic - UV.
1001161 GOT / AST. IFCC. Enzymatic - UV.
1001162 GOT / AST. IFCC. Enzymatic - UV.
41270 GOT / AST -LQ. IFCC. Enzymatic - UV.
41272 GOT / AST -LQ. IFCC. Enzymatic - UV,
41273 GOT / AST -LQ. IFCC. Enzymatic - UV.
1001165 GOT / AST -RF. Reitman Frankel, \
1001170 GPT / ALT. IFCC. Enzymatic - UV. ]
1001171 GPT / ALT. IFCC. Enzymatic - UV, 411
.-f/
-
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1001172 GPT / ALT. IFCC. Enzymatic - UV,
41280 GPT / ALT -LQ. IFCC. Enzymatic - UV,
41282 GPT / ALT -LQ. IFCC. Enzymatic - UV,
41283 GPT / ALT -LQ. IFCC. Enzymatic - UV,
1001175 GPT / ALT -RF. Reitman-Frankel.
1001420 G-6-PDH.
1001230 HEMOGLOBINA -HAEMOGLOBIN. Drabkin.
1001231 HEMOGLOBINA -HAEMOGLOBIN. Drabkin.
1001221 HBDH. IFCC. Kinetic - UV.
41057 HOMOCISTEINA DIRECTA - DIRECT HOMOCYSTEIN
1001247 HIERRO FZ - IRON -FZ. -
1001241 TIBC. Saturation-prec.
1001330 LACTATO- LACTATE. -
1001260 LDH. IFCC. Kinetic - UV.
41220 LDH -LQ, IFCC. Kinetic - UV.
41222 LDH -LQ, IFCC. Kinetic - UV.
41223 LDH -LQ. IFCC. Kinetic - UV.
1001274 LIPASA -LIPASE -LQ.
1001275 LIPASA- LIPASE -LQ. B
1001270 LIPIDOS TOTALES- TOTAL LIPIDS.
1001285 MAGNESIO - MAGNESIUM. Xylidyl
1001286 MAGNESIO -MAGNESIUM. Xylidyl
1001140 FOSFOLIPIDOS -PHOSPHOLIPIDS.
1001150 FOSFORO C - PHOSPHORUS-C.
1001155 FOSFORO UV- PHOSPHORUS -UV,
1001156 FOSFORO UV -PHOSPHORUS -UV.
1001370 PHI. Optimized. Kinetic - UV, |
1001390 POTASIO- POTASSIUM -p. TBP-Na Method. o
1001395 POTASIO- POTASSIUM -D. B
1001290 PROTEINAS TOTALES -TOTAL PROTEINS. -
1001291 PROTEINAS TOTALES -TOTAL PROTEINS.
1001292 PROTEINAS TOTALES -TOTAL PROTEINS.
1001024 PROTEINAS TOTALES LCR- U&CSF TOTAL PROTEINS.
1001025 PROTEINAS TOTALES LCR- U&CSF TOTAL PROTEINS.
1001380 SODIO-p /- SODIUM -p
1001385 SODIO-SODIUM -D.
1001310 TRIGLICERIDOS-TRIGLYCERIDES.
1001311 TRIGLICERIDOS-TRIGLYCERIDES.
1001312 TRIGLICERIDOS-TRIGLYCERIDES.
1001313 TRIGLICERIDOS -TRIGLYCERIDES.
1001314 TRIGLICERIDOS -TRIGLYCERIDES.
41030 TRIGLICERIDOS -TRIGLYCERIDES -LQ. e
41031 TRIGLICERIDOS -TRIGLYCERIDES -LQ. \
41032 TRIGLICERIDOS -TRIGLYCERIDES -LQ. \
41033 TRIGLICERIDOS -TRIGLYCERIDES -LQ.
41034 TRIGLICERIDOS -TRIGLYCERIDES -LQ. — =
1001323 UREA -37.
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1001325 UREA -37.
1001326 UREA -37. :
1001329 UREA -B. Berthelot.
1001331 UREA -B. Berthelot.
1001332 UREA -UV.
1001333 UREA -UV.

41040 UREA -LQ.

41041 UREA -LQ.

41042 UREA -LQ.

41043 UREA -LQ.
1001010 ACIDO URICO - URIC ACID.
1001011 ACIDO URICO - URIC ACID.
1001012 ACIDO URICO - URIC ACID.
1001013 ACIDO URICO - URIC ACID.

41000 ACIDO URICO - URIC ACID -LQ.

41001 ACIDO URICO - URIC ACID -LQ.

41002 ACIDO URICO - URIC ACID -LQ.

41003 ACIDO URICO - URIC ACID -LQ.
1001350 ZINC.

1002010

SPINTROL CAL. Bovino/Bovine

1002011 SPINTROL "H" CAL. Humano /Human source
1002012 SPINTROL "H" CAL. Humano /Human source.
1002013 SPINTROL "H" CAL. Humano/Human source,
1002100 SPINTROL NORMAL CONTROL Bovino Bovine
1002120 SPINTROL "H" NORMAL. Humano/Human source.
1002121 SPINTROL "H" NORMAL. Humano/Human source.
1002200 SPINTROL PATOLOGICO. Bovino/Bovine source.
1002210 SPINTROL "H" PATOLOGICO. Humano/Human source.
1002211 SPINTROL "H" PATOLOGICO Humano/Human source.
1002240 CONTROL AMONIA ~ ETANOL /AMMONIA - EtOH CONTROL.
1002227 CONTROL ENZIMA CONVERTIDORA ANGIOTENSINA- ACE CONTROL
1002220 CALIBRADOR ALDOLASA / ALDOLASE Cal.
1002222 CONTROL ALDOLASA / ALDOLASE CONTROL
1002230 CALIBRADOR ADA — ADA Cal. (Adenosine Deaminase)
1002232 CONTROL ADA - ADA CONTROL (Adenosine Deaminase)
1002250 CALIBRADOR BILIRRUBINA - BILIRUBIN CAL
1002260 CONTROL CK-NAC / CK-MB
1002262 CONTROL CK-NAC / CK-MB Low Level.
1002276 CALIBRADOR HOMOCISTEINA DIRECTA - DIRECT HOMOCYSTEIN CAL.
1002281 CONTROL HOMOCISTEINA DIRECTA- DIRECT HOMOCYSTEIN CONTROL
1002520 CONTROL G-6-PDH
33903 CALIBRADOR HDL/LDL — HDL/LDL CAL.
1002480 CONTROL LIPIDICO / LIPIDIC CONTROL \
1002290 CALIBRADOR ACIDOS BILIARES TOTALES/TOTAL BILE ACIDS CAL. \
1002292 CONTROL ACIDOS BILIARES TOTALES /TOTAL BILE ACIDS Control. /"//ﬁ/
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—

SEROLOGIA/SEROLOGY

1200101 ASO LATEX. Slide agglutination. 50 Tests
1200102 ASO LATEX. Slide agglutination. 100 Tests
1200105 ASO LATEX. Slide agglutination. 200 Tests
1200201 RF LATEX. Slide agglutination. 50 Tests
1200202 RF LATEX. Slide agglutination. 100 Tests
1200205 RF LATEX. Slide agglutination. 200 Tests
1200301 CRP LATEX. Slide agglutination. 50 Tests
1200302 CRP LATEX. Slide agglutination. 100 Tests B ]
1200305 CRP LATEX. Slide agglutination. 200 Tests
1200401 RPR CARBON. Slide agglutination. 150 Tests
1200402 RPR CARBON. Slide agglutination. 500 Tests
1200405 VDRL. Stabilized Antigen. Slide agglutination. 1500 Tests
1200406 VDRL. Stabilized Antigen. Slide agglutination. 250 Tests
1200408 TPHA. Microplate agglutination. 100 Tests N :
1200501 WR TEST. Slide agglutination. 50 Tests N
1200502 WR TEST. Slide agglutination. 100 Tests B
I 1200601 hCG LATEX. Slide agglutination. 50 Tests
1200602 hCG LATEX. Slide agglutination. 100 Tests
1200800 IM LATEX. Slide agglutination. 20 Tests
1200801 IM LATEX. Slide agglutination. 50 Tests N
1200901 BENGAL ROSE. Slide agglutination. 50 Tests
1205006 BACTERIAL ANTIGENS KIT. 4x100 Tests B
1205008 BACTERIAL ANTIGENS KIT. 8x100 Tests
1205010 BACTERIAL ANTIGENS KIT. 6x100 Tests
1205011 Salmonella Paratyphi AH. 100 Tests
1205012 Salmonella Paratyphi AH. 1x50 mL
1205021 Salmonella Paratyphi AO. 100 Tests
1205022 Salmonella Paratyphi AQ. 1x50 mL
1205031 Salmonella Paratyphi BH. 100 Tests
1205032 Salmonella Paratyphi BH. 1x50 mL
1205041 Salmonelia Paratyphi BO. 100 Tests o
1205042 Salmonella Paratyphi BO. 1x50 mL
1205051 Salmonella Paratyphi CH. 100 Tests
B 1205052 Salmonella Paratyphi CH. 1x50 mL
| 1205061 Salmonella Paratyphi CO. 100 Tests
1205062 Salmonella Paratyphi CO. 1x50 mL
1205071 Salmonella Typhi H. 100 Tests B
1205072 Salmonella Typhi H. 1x50 mL
1205081 Salmonella Typhi O. 100 Tests
1205082 Salmonella Typhi O. 1x50 mL
1205091 Brucella Abortus. Slide agglutination. 100 Tests B
1205092 Brucella Abortus. Slide agglutination. 1x50 mL
1205095 Brucella kit. Stide aglutination. 2x5 mL P e
1205097 Brucella Mellitensis. Slide agglutination. 100 Tests
1205101 Proteus OX2. 100 Tests
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1205102 Proteus OX2. 1x50 mL
1205111 Proteus OX19. 100 Tests
1205112 Proteus OX19. 1x50 mL
1205121 Proteus OXK. 100 Tests
1205122 Proteus OXK. 1x50 mL
1205201 POLYVALENT BACTERIAL ANTIGENS CONTROL (+). 1x1 mL
1205211 POLYVALENT NEGATIVE CONTROL. 1x1 mL
INMUMOQUIMICA/ IMMUNOCHEMISTRY
1102016 ANTITROMBINA III - ANTITHROMBIN III.
1102054 a-1-ANTITRIPSINA - a-1-ANTITRYPSIN
1102154 a-1-GLICOPROTEINA ACIDA - a-1-GLYCOPROTEIN ACID.
. 1102064 CERULOPLASMINA - CERULOPLASMIN. o
1102094 COMPLEMENTO C3 - COMPLEMENT C3.
1102104 COMPLEMENTO C4 - COMPLEMENT C4.
1102074 HAPTOGLOBINA- HAPTOGLOBIN.
1103004 INMUNOGLOBULINA G (IgG).
1103014 INMUNOGLOBULINA A (IgA).
1103024 INMUNOGLOBULINA M (IgM).
1102124 PREALBUMINA- PREALBUMIN.
1102134 TRANSFERRINA - TRANSFERRIN.
1102003 CALIBRADOR PROTEINAS SERICAS - SERUM PROTEINS CALIBRATOR. 1x2 mL
1102004 CONTROL PROTEINAS SERICAS - SERUM PROTEINS CONTROL. 4x1 mL ]
1003012 APOLIPOPROTEINA A-1- APOLIPOPROTEIN A-I.
1003013 APOLIPOPROTEINA B - APOLIPOPROTEIN B.
SEKISUI APOLIPOPROTEINS * Daichii License
93005 APOLIPOPROTEINAS - APOLIPOPROTEIN CAL.
93006 APOLIPOPROTEINAS - APOLIPOPROTEIN CONTROL.
93010 APOLIPOPROTEINA A-I - APOLIPOPROTEIN A-1.
93011 APOLIPOPROTEINA B- APOLIPOPROTEIN B.
93012 APOLIPOPROTEINA CII- APOLIPOPROTEIN CII.
93013 APOLIPOPROTEINA CIII- APOLIPOPROTEIN CIII.
93014 APOLIPOPROTEINA E- APOLIPOPROTEIN E.
93015 APOLIPOPROTEINA AII- APOLIPOPROTEIN AIL
TURBILATEX
1107010L ASO TURBI
1107010N ASO TURBI
1107012 ASO TURBI CAL.
1107110 ASO TURBI
1107110L ASO TURBI
1102114 ASQ/CRP/RF CONTROL. Low Level.
1102115 ASO/CRP/RF CONTROL. High Level.
1107001L CRP TURBI
1107001N CRP TURBI
1107002 CRP TURBI CAL. e
1107101 CRP TURBI
1107101L
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1107005L RF TURBI.
1107005N RF TURBI.
1107007 RF TURBI CAL.
1107105 RF TURBI.
1107105L RF TURBI.
1107020 Lp(a) TURBL.
1107022 Lp(a) TURBL CAL. B
1107024 Lp(a) TURBI CONTROL. ——
1107030N B-2 MICROGLOBULINA TURBI - B-2-MICROGLOBULIN TURBI.
1107032 B-2 MICROGLOBULINA TURBI CAL. - B-2-MICROGLOBULIN TURBI CAL.
1107034 B-2 MICROGLOBULINA TURBI CONTROL - B-2-MICROGLOBULIN TURBI CONTROL.
1107130 B-2 MICROGLOBULINA TURBI - B-2-MICROGLOBULIN TURBI.
1107140 FERRITINA TURBI - FERRITIN TURBI.
1107042 FERRITINA TURBI - FERRITIN TURBI CAL.
1107044 FERRITINA- FERRITINE TURBI CONTROL.
1107050 INMUNOGLOBULINA E (IgE).
1107052 INMUNOGLOBULINA E (Igk) CAL.
1107053 INMUNOGLOBULINA E (IgE) CONTROL.
1107060 MIOGLOBINA TURBI- Mb TURBI.
1107062 MIOGLOBINA TURBI - Mb TURBI CAL. B
1107063 MIOGLOBINA TURBI CONTROL - Mb TURBI CONTROL.
1107070N MICROALBUMINA TURBI- mALB TURBI. o
1107072 MICROALBUMINA TURBI CAL. - mALB TURBI CAL. o - I
11_07073 MICROALBUMINA TURBI CONTROL - mALB TURBI CONTROL. - -
1107170 MICROALBUMINA TURBI - mALB TURBI. B
43034 CRP ULTRA.
43035 CRP ULTRA CAL.
43036 CRP ULTRA CONTROL.
43134 CRP ULTRA.
43070 CYSTATIN C.
43075 CYSTATIN C CAL.
43076 CYSTATIN C CONTROL.
43090 HEMOGLOBINA GLICADA- HbAlc
43091 HEMOGLOBINA GLICADA- HbAlc
43095 HEMOGLOBINA GLICADA- HbA1lc CAL.
43096 HEMOGLOBINA GLICADA - HbAlc CONTROL.
43100 HEMOGLOBINA GLICADA DIRECTA - HbAlc Direct
43101 HEMOGLOBINA GLICADA DIRECTA - HbAlc Direct
43105 HEMOGLOBINA GLICADA DIRECTA - HbAlc Direct CAL
43106 HEMOGLOBINA GLICADA DIRECTA - HbAlc Direct CONTROL.
TEST RAPIDOS - ONE STEP
1501110 SPINCARD hCG 10 Cards ]
1501120 SPINCARD hCG 25 Cards -
1501130 hCG Test. Stick. 50 Tests _
1504010 SPIN - FOB 5 CARDS
1504011 SPIN - FOB 20 CARDS \
1504012 SPIN - FOB 50 CARDS e ]
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1504033 SPIN - HELICOBACTER PYLORI (Antibody). 40 Cards
1504040 SPIN - HELICOBACTER PYLORI (Antigen). 5 Cards
1504041 SPIN - HELICOBACTER PYLORI (Antigen). 20 Cards
1504051 SPIN - ROTAVIRUS. 20 Cards
1504055 SPIN - ADENOVIRUS. 20 Cards
1504059 SPIN - ROTA-ADENOVIRUS. 20 Cards
1504070 SPIN - INFLUENZA A. 20 Cards
1504075 SPIN - INFLUENZA A+B. 20 Cards
1504080 SPIN RSV
52002 URIN-2. Urine strips.
52005 URIN-5. Urine strips.
52010 URIN-10. Urine strips bottle.
52011 URIN-11 (ASC). Urine strips bottle,
GRUPOS SANGUINEOS / BLOOD GROUPING
1700002 ANTI A Monoclonal -
1700004 ANTI B Monoclonal -
1700006 ANTI A+B Monoclonal
17(-)0021 ANTI-D Monoclonal
- 1700031 ANTI-C Monoclonal
1700033 ANTI-E Monoclonal |
1700035 ANTI-c Monoclonal
1700037 ANTI -e Monoclonal
1700039 ANTI KELL Monoclonal
1700051 ANTI GLOBULINA HUMANA /Anti Human Globulin
1700024 ANTI C+D+E Monoclonal B
1700071 ALBUMINA BOVINA 30%/BOVINE ALBUMIN 30%.
1700072 ALBUMINA BOVINA 22%/ BOVINE ALBUMIN 22%.
COAGULACION /COAGULATION
1709101 CALIBRADOR COAGULACION /COAGULATION CAL. =
1709104 CONTROL NORMAL COAGULACION/ COAGULATION NORMAL CONTROL.
1709106 CONTROL PATOLOGICO COAGULACIONI COAGULATION PATHOLOGICAL CONTROL.
1709201 APTT Test
1709211 FIBRINOGENO/FIBRINOGEN
1709215 FIBRINOGENO/FIBRINOGEN
1709222 PT Test. Prothrombin Test.
1709223 PT Test. Prothrombin Test
1709224 PT Test. Prothrombin Test.
1709225 PT Test. Prothrombin Test.
1709231 DIMERO-D/D-DIMER.
_ 1709111 CALIBRADOR DIMERO-D/ D-DIMER CAL.
1709114 DIMERO-D CONTROL/ D-DIMER CONTROL.
__REACTIVOS LIQUIDOS DOA / DOA LIQUID REAGENTS
930008 AMPHETAMINE EIA Urine. 2x21 mL 2x8 mL
930010 AMPHETAMINE EIA Urine. 1x105 mL / 1x38 mL
930098 BARBITURATES EIA Urine. 2x21 mL / 2x8 mL T Pl
930100 BARBITURATES EIA Urine. 1x105 mL / 1x38 mL \
930018 BENZODIAZEPINES EIA Urine. 2x21 mL / 2x8 mL \L
="
Email . . -
sgps@aemps.es g:’;?f;,,,j’;;’e':,s,’;, Pffdeunc?; Jor C/CAMPEZO, 1 - EDIFICIO 8

Department of Health Products] eeed NIARED
TEL. 918225261

[Hllegible signature] FAX: 91822 52 89



MINISTRY OF HEALTH, Spanish Agency for Drugs DEPARTAMENT OF
SOCIAL SERVICES and Health Products HEALTH PRODUCTS

AND EQUALITY

APPENDIX TO THE CERTIFICATION NUM. 31/2014 ISSUED FOR THE
COMPANY SPINREACT, S.A., DATED 13 FEBRUARY 2014

sgps@aemps.es

Page 9 of 9
930020 BENZODIAZEPINES EIA Urine. 1x105 mL / 1x38 mL |
930028 CANNABINOID EIA Urine. 2x21 mL / 2x8 mL |
930030 CANNABINOID EIA Urine. 1x105 mL / 1x38 mL ]
930038 COCAINE Metabolite EIA Urine. 2x21 mL 2x8 mL
930040 COCAINE Metabolite EIA Urine. 1x105 mL / 1x38 mL
930042 COCAINE Metabolite EIA Urine
930048 R COTININE EIA Urine. 2x21 mL / 2x8 mL
930050 COTININE EIA Urine. 1x105 mL / 1x38 mL .
930058 ECSTASY EIA Urine. 2x21 mL 2x8 mL o
930060 ECSTASY EIA Urine. 1x105 mL / 1x38 mL
930078 EDDP EIA Urine. 2x21 mL / 2x8 mL -
| 930080 R EDDP EIA Urine. 1x105 mL / 1x38 mL
930108 ETHYL ALCOHOL EIA Urine. 2x21 mL / 2x8 mL
930110 ETHYL ALCOHOL EIA Urine. 1x105 mL / 1x38 mL
930068 METHADONE EIA Urine. 2x21 mL / 2x8 mL - ]
930070 METHADONE EIA Urine. 1x105 mL / 1x38 m[
930088 OPIATES EIA urine. 2x21 mL / 2x8 mL
930090 OPIATES EIA Urine. 1x105 mL / 1x38 mL
CALIBRADORES & CONTROLES DOA/ DOA CONTROLS & CALIBRATORS
933020 Multidrug Calibrator for urine AMP/COC/MTD/COT/OPI/BAR. 5x10 mL -
933030 ECSTASY Calibrator (5 Levels) for Urine. 5x10 mL
933040 EDDP Calibrator (5 Levels) for urine. 5x10 mL
933060 ETHYL ALCOHOL Calibrator / Control (4 Levels). 4x10 mL
933070 CANNABINOID Calibrator (5 Levels) for urine. 5x4 mL
933080 BENZODIACEPINES Calibrator (5 Levels) for urine. 5x10 mL
933010 Human urine matrix (Negative). 1x10 mL
933015 Human urine matrix (Negative). 4x10 mL
932955 EDDP Calibrator{Cut-off 300 ng/mL). 1x10 mL
932935 ECSTASY Calibrator (Cut-off 500 ng/mL). 1x10 mL
933071 CANNABINOID Calibrator. Low Cut-off. (20 ng/mL). 1x4 mL
933072 CANNABINOID Calibrator. High Cut-off. (50 ng/mL). 1x4 mL
933081 BENZODIACEPINES Calibrator. Low Cut-off. (200 ng/mL). 1x10 mL
933082 BENZODIACEPINES Calibrator. High Cut-off. (300 ng/mL). 1x10 mL
932915 Multidrug Calibrator for Urine. High Cut-offs (AMP/COC/MTD/COT/OPI/BAR). 1x10 mL n
932910 Muitidrug Calibrator for Urine. Low Cut-offs (AMPICOC/MTD/COT/OPI/BAR). 1x10 mL ]
933000 ETHYL ALCOHOL Calibrator (100 ng/mL). 1x10 mL
935910 Multidrug Control for Urine. Low Cut-offs (AMP/COC/MTD/COT/OPI/BAR). 4x10 mL
935915 Multidrug Control for Urine. High Cut-offs (AMP/COC/MTD/COT/OPI/BAR). 4x10 mL ]
936081 BENZODIACEPINES Control. Low Cut-off. (200 ng/mL). 4x10 mL
936082 BENZODIACEPINES Control. High Cut-Off. (300 ng/mL). 4x10 mL B
936071 CANNABINOID Control. Low Cut-Off. (20 ng/mL). 4x4 mL
936072 CANNABINOID Control. High Cut-Off. (50 ng/mL). 4x4 mL -
935935 ECSTASY Control (500 ng/mL). 4x10 mL o —
_—935955 1 EDDP Control (300 ng/mL). 4x10 mL \
932995 ETHYL ALCOHOL Control (50 ng/mL). 1x10 mL \_
933005 ETHYL ALCOHOL Control (300 ng/mL). 1x10 mL J| o
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