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EC Declaration of Conformity

E Glucose  ang  Lactate auxiliary tesy equipment  and
consumabies
*  Multi standard solution 5211-3011, 5211-3015, 5211.3017,
5211.3028,

¢ Glucose/Lactate system solution 0201-0002-025, 0201-
0002-024, 0201-0002-026

. Disinfectant solution 0201-0003-004

¢ Cleaning solution 0201-0004-001

*  Glucoseil actate hemolyzing solution with capillaries
0209-0100-005, 0209-0100-012, 0209-0100-013, 0209-
0100014, 9298 0100125, 0209-0100-138, 0209-0100-122

v Linearity Lo GlucOse / lactate 020490102381

. Chip sensor glucose. type 11 5206-3011

*  Chipsensor factate type i 5206-3029

*  Dummy to insert into the sensor-block {type il), 5206-
3138

*  Sensor test solution, giucose and lactate 5130-6055

«  Quality control material EasyConq for glucose and
lactate 0201.0005-012P6

*  Quality control material EasyCon,, for glucose and
lactate 0201 0005.013P%

. ReadyCon, fest serum solution for glucose and
dotae D105 5130 6152
*  ReadyCon, test serum  soluton for glicose and

lactate 51306167 5130-6162

M rarewtn seciare g Wie above meaton
Conaned |

a0 procuct meets the provisions of the
e

9BITHEC In Vitro Diagnostic Medical Devices

CUTE PINEN Ny rreclin g Conrnintely the 10 OWING slanzards

EN 375 EN 13612 EN 13640
ENISO 17511 EN IS0 14371
SalFaarann Jetkly § WA s AT ansuranee O gualty 6 o0 maiu e

O are to he fo

HT [T T

Manufaciurer EKF-diagnostic GmbH
Ebendorfer Chaussee 3
39179 Barleben (Germany;

EHE B. Waiter (Ceneral Manager;

/f fi’lr[rf‘lf O
Barleber, 29 05 2007 e LN
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Foo ke derlaracra

Pradukus Cihinkores i Lekinge pazaibinge 1y e irangy i retkmenys
* Mulusstandartims trpalas 321 1-5010 1 STU-SULS S2PI-3017, 32 11-300%,
* Gilnhosos krato sestemon rpialas D20 1000220738 020120002074 02000002021,

o Dooufohay e tirpaedas 1 2o ungg
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¢ Dimpskume tornme sk, S HT NP EIN IS S TORIE
* Lustosensonus ghuhoso 1 Tpas S20eeAn |

* Lusto scnsorus lakiatms, 1 iy 22063004

S ONCISOTRIS ENAIONUS SCns0nats Blokue (1 tipas). 320623133

* Semseriestunpatas, glivkose i laktatas $130-608%

sliekozesir aktatn 0201-0005-012p6
shuboscr i aktatur 6200000501 ipn
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EC Declaration of Conformity

Document Ne. 604 005 ::;nmnnanc
Product BIOSEN C-Line

“Clinic", “Sport”, "GP~ and “"GP+"

with auxiliary equipment and consumables

e Bt dechite that the HEOVE mientiored - roduct reoty e [,

Couneit Dircelive

08 Gl the

98/79EC In Vitro Diagnostic Medical Devices '
89/336/EEC Electromagnetic Compatibility
st aiteration WOHEEC
TY2IEEC Low Voltage Directive
last alteration wi6sEEC A ER e
LR R

wWhich s proven by meelns compiately the following standards

EN61010-1 EN 60601 1.2 EN SO 14971
EN61010-2-101 EN 55011 class B EN 1658
EN 61326 EN 61000 3-2/.3.3 EN 591
EN 13612 EN 13640 ENISO 17511
e e iy CRE e condnee gy et Pir Menticegd LHSTLE T S A O SR 8 gy fodiding S
“he SE'OY rolen af e Gl reat Frogind e somia vt LAl TR VTER SHR] e

it EKF-diagnostic GinhH
Ebendorter Chaussee 3
39179 Bariaben (Germany)

issuer function: B. Walter (General Manager)

| ¥
E 2 ]if {".» \
Barleben. 16 02 2004 _ S PR
Flace, Date of issue legally oinang SIgnELre
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Sto ity ey pazyviime, kid  ukiciy minet produhta: atitink retkadav s,
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YRV In Vitro Diagnastines Viedicinos Pricmonds

8933061 1 Flektromagnetinis Suderinamumas
Pshitots pok it R o

TRIVEEC Zomos Hampos Dirckiya,
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