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,/’ L N E ATTESTATION/ CERTIFICATE N° 22625 rev.0
{oW! Délivrée a Paris le 26 Décembre 2011
ksopshecnns pacsion partuges Issued in Paris on December 26th, 2011

Certification
Médical-Santé

ATTESTATION CE /EC CERTIFICATE

Examen de type / Type Examination
ANNEXE lll de la directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il DIRECTIVE 93/42/EEC concerning medical devices

Fabricant (nom et adresse) /Manufacturer (name and address)

MEDEFIL, INC.
250 Windy Point Drive, GLENDALE HEIGHTS
ILLINOIS 60139 UNITED STATES

Catégorie du(des) dispositif(s) /Device(s) category

solution saline 0,9% NaCl de rincage des cathetérs

Saline solution 0,9% NaCl for rinsing of catheters

Identification du(des) dispositif(s) //dentification of device(s)

Normal Saline I.V. Flush Solution

Normal Saline 1.V. Flush Solution

Le LNE/G-MED atteste qu'a I'examen des résultats figurant dans le(s) rapport(s) référencé(s) L110066-3, un échantillon
représentatif de la production est conforme aux exigences de I'annexe | de la Directive 93/42/CEE

LNE/G-MED certifies that, on the basis of the results contained in the file(s) referenced L110066-3, a representative sample of the
production complies with the requirements of the Directive 93/42/EEC, annex |

Début de validité / Effective date : December 26th, 2011 (included)
Valable jusqu'au / Expiry date : December 25th, 2016 (included)

LNE/G-MED C€ 0459 On behalf of the Deputy Director

LNE - 22625 rev. 0 Thierry THOMAS
G-MED Certification Division Manager
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Certification
".l:‘-{“( . Sante

Addendum au certificat n°22625 rev. 0 page 1/1
Addendum of the certificate n °22625 rev. 0

Dossier / File N° L110066-3

Date d’émission/ / Issuing date : December 26" 2011

Identification des dispositifs / /dentification of devices

MEDEFIL Inc.

Normal Saline L.V. Flush Solution

Commercial reference Syringe volume | Solution volume
MIS-1121 6 ml 1 ml
MIS-1122 6 ml 2 ml
MIS-1123 6 ml 3 mil
MIS-1125 6 ml 5 mil
MIS-1130 12 ml 10 ml
MIS-1133 12 ml 3 ml |
MIS-1135 12 ml 5 ml |
MIS-1152 6 ml 2.5 ml
8 alinéas / indented lines.

i3

On behalf of the Deputy Director
Thierry THOMAS
LNE/G-MED c 6 0459 G-MED Certification Division Manager
ADD 720 DM 0701-31 rev 1 du 01/12/2008
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