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MEDICAL-LOMZA Sp. 2 0.0,

ul, Spaeekarna 204, 18402 oo, Polomd
sterile, Single-use sets for injection
Sterile, Single use cannula — needle for irnigation

the conformily issessment proscalure desenbad in Article 1130 and Annex 1 exehuding ssction 4
mlogleile H ) of Cogsicl Digeciase YA 4 0 ERE i Slaedicall Devices, as amendexd, and found |l||.'|l|l1|'l|:'.
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Jurisdiction

Wplicannn of Lol jicil Direcive 9342 FEC of 14 luame 1993, -.|.||||q_'.|.l-\. Fofskrl o
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Listyr” by the Mopwveginn Mimisiry of Health and Core Services

Certificate histor

Hevision Ihseriplion

Cknginud cerbifecate 2005015 1M OTI-03 6

Recertification

Praducts covered by this Certificate

Product Descrlption

il " *
Sembe, sinple-use sels lor impectian

Hiembe '\1|||:.'|.' 1552 CARNAIAN eeclle

Tigalicmn

Sites covered by this certificate

Hile Mame

Medical Lomea Sp. 2 oo

Froduct Napie
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& 3ml 120U

s Sml &ml
&  [lhml, 11 ml
o Miml, 27 ml

with neadles: O4x13; 0.5x 16; 05525, 0,630,
T 30 0 Bxddh, D980 |, x4l or withsout

needdles
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The g ."I'.r||'I|' list of devices is Niled with the Notafied Body
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ul. Spokojna 214, | B2 FLomea, Poland
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Terms and conditions

The geftaficats 18 subject i the Following 1em and gonditions

& Any prodecer (see J001RYEC for s preciss definiton) is Babbe for demage caused by a defect in his prodsctis). in
scoonlance with deective B3 374EERL, as amendsd, condenung liabdsry of defecone peoducis

*  The cerfificate is only valid for the products and'or manufacunsg promses itod abave

& The ManuBcrarer aball fulfi] B ohhgationg shang oel of be qualsy syslems o approved wml |J|'||'I-|I||| i1 s 1has i
pemans adequate and eflfacuen

*  The Manufscterer shall inform the local DY Cificre of any inlended updatesg of the quality system and [T widl
assess the changes and decide if the certificaie remans valid

& Perigacal audins will Be held, i ahder g vénly 1Bal the Manufaciurer mainiming ssd applies e Qualoy wyssem Ly
FeReTvEs L faphe, o 8 apol bakia of hased o wepelion, b pay uhanhounced e

The fllewing may fender this Cerlibcale invald
&  (Changes m the quality system sffecting productsca
*  Pericadical auddits not held within the allowed fime windiow
Conformity declaration and marking of product

When mecting with e torms and cosditions above, the producer snay draw wh an BEC declasmson ol cealormty and legally
aflix ke CE mask fallowed by the Notalfed Body identification mimbes of DY

ENDOF CERTIFICATE
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