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HEALTH AND ) ¥ GEMERAL SR ASHIN

CONSUMER AFFAINS and health products OF HEALTH PRGUSTS

PSITC/RB
(NY 32672004 cedt. )

I, Mrs. Concepcion Grau Olivé, Assislant General Manages of Health Products of the Spanish
Agency of Pharmacy and Health Products

CERTIFY:

That the company SPINREACT, S.A., wilh regislered offices at Cira. Santa
Coloma, 7, 17176 St Esleve de Bas (Gerona), manufactures and commercialises
in Spain the products for in vitro diagnosis fisted in the appendix which comprises
2 pages, which have the EC marking according fo the 98/79/EC Direclive of the
European Parliament and of the Council of 27" of QOctober of 1998 on health
products for in vitro diagnosis (published in the Official Bulletin of the European
Communities of 7-12-1998), authorising their sale in the countries of the European
Union without any type of applicable export restrictions.

For these products, the company has notified the relevant authorities for health
products in Spain of the registration data of those liabke for their
commercialisation, as per whal is set forth in Article 8 of Royal Decree 1662/2000
of the 29" of September, on health products for in vitro diagnos's (published by
the Spanish Official Bulletin of 30" of September of 2000), which transposes
Aricle 101 of the aforementioned directive governing the registration of
manufacturers and products,

And so that it may serve the appropriate purposes and al the request of the interested party |
issue this cerificate in Madrid, on this twenty-fifth day of May, two thousand and four.
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APPENDIX TO THE CERTIFICATION ISSUED FOR THE
COMPANY SPINREACT, S.A.. DATED 25/05/2004
Page 10f 2
SPINREACT
BIOCHEMISTRY IMMUNOCHEMISTRY
SLIBSTRATES IMMUND TURBIDIMETRY
Unc acxd Aritheoerin 1
Alburniey Ala-1-Arnrypsin
Balisutin AFa-1- A-cidl Glyroprghbein
Caicium AFa-2- Mact oqicbubkn
Chicrice Ceesuloplasmin
Copper C1 Esterase
Chaiestercl C3 § €4 Complamenis
HOL Choiestiernd PCR/PCR ULTRA
LDL Chotesters Haplogiobin
Creatitine AIGIM Immuragiotslin
Phosphoipes Kapps
Prasphones Lambda
Fructcsamng Pre-abumin
Glcase Tianssersin
Haermogiobm sdcrosibamin
Giycated Haemogictin (HE A.ct Apsipaproeis. Al /B G-I C-RFE
Irgn
Laciste QUALITY CONTROL
Tctat ipids Calbralors
Magretum Canirol sera
Total protesns
Urine and C5F proleins
TBaC TURBILATEX
Trnghcendas ASO
Urea Bets-2 Microgiababn
2o Femitin (FER}
Immunagkibuiin E
Lipoprodein a)
Iypgiohin
Mizroalpumin
PCR ! PCR uba
R
Apna-Fologrotein (AFF}

Gyrosylaled Haermoghetnn
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APPENDIX TO THE CERTIFICATION ISSUED FOR THE
COMPANY SPINREACT. 5.4, DATED 25405/2004

ENZYMES

Choirestomasa
Creafirs Kxase (CKj
Creating Mangse {CK-MB)
Acid Phosobalans

AR ghne Phospnatase
GT Gamma
GOTRAST

GHFEALY

HBOH

LAP

LCet

Lipase

Fra

QUALITY CONTROL
SPRNTROL CALIBRATOR
SPINTROL NORMAL
SPINTRIOL PATHOLOGICAL
SPINTROA “H" CALIBRATOR
SPINTROCL "M NQRIAAY,
SPINTROL "H' PATHOLUOGICAL
CONTROL SERUSM CKICK ME
CONTROL SERLAA BILIRUBIN
LiPsD CONTROL
HDLADE CALIBRATOR
STANDWRD SOLUTIONS
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CUIALITY CHTROL

Caktmators
Comrol kers

SEROLOGY

AGO LATER
PCR LATEX

RF LATEX
wWaAlLER ROSE
RPR CARBON
VDRL

TONO LATEX
MILATEX

HB3 Ag LATEX
G LATEX
BENGALI ROSE
TPHA,
BACTERIAL ANTEGENS

GUALITY CONTROL
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