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OPTffiEW$E F$FA$fA, S.A.
Madrono 4 F- P Ind. La Mina

28770 Colmenar Viejo, Madrid

SPAINI

OPTOMIC ESPANA S.A.
Madrofio 4 F- P. Ind La Mina, 28770 Col
Viejo, Madrid, SPAIN

EN IS(f 13485:20'16
Mediciel devices - Quality manal3ement
R.equ irements for regulatory pu I poses
(lSo 13485:2016)
DIN F:N ISO '13485;2016

7 13103049

2017 -07 -31

2020-07-28

Stefan PreiB

The Certification Body of TUV SUD Product Service GmbH certifies that
above has established and is maintaining a quality management svstem' w
reouirernents oJ'the listed standard(s) See also notes overleaf,
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Decla ration of Conforna ity

Declqracion de Conformidad

oPToMlC t=sPnNl, s.R.

Madrofro 4F -P.lnd. La Mina
28-/70 Coknenar Viejo, Madrid
SPAIN

Declares under its responsibility that the Class lla product:

Declaro ba.io su responsobilidocl que el producio de Close lla:

tjnuing certification, guaranteres that oul produ{ts meet the

su. certificacign continua, gorantizo Que nuestrls produitos

F LE,KI B LE E N DOSCO P E S C' P-1.

Our Quality Marragement System, with its

required quality denrands.

Nuestro Sistema de Gesti6n de Calidad,

cumplen cctn las exigencias de calidcid req

This Declaration is supported by EC No. G

issued by TIJV sUD Produit Service QmbH,
Esta Decloroci6n se encuenlra
93/42/CEE, emitido por rAV sUO

TUV SUD Product liervice GmbH

medical clevices with identification
De ocuerdct con ls Directiva del C
SAD Product Service GmbH es el

Date of issr:e / Fechq Ce emi.si6n 3t/07

\/alid until / Vdliclo hasto: !8/O2

lerstrasse 65;, 80339 Munchen, Gertnany.

Erl. Np. G1 L7 07 i4400 016, bojo e:l Ane

rce GmbH,

Notifi Body according to Council Directive 93/42lEE:q concernitrg

072
n

I7 0] - t4oo 016, under Arrnex ll.3 of the fir"*iu{ %/42/EEC,
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OPTOMIC ESPANIA, S.A.

Madrofro 4F -P.lnd. La

28770 Colmenar Viejo,

SPAIN

Declaration of Conformity
Decl a ra ci6n d e Co nformi d a al

Mina
Madrid

Declares under its responsibility that the Class I grroduct:

Declaro bajo su responsabilidatl que cl producto de Close l:

COLPOSCOPE OP-C2, OF'-C2L and OP-Ci and ACCESSORIE
COLPO!;COPIOS OP-C2, OP-C2L Y OP.Cs YACCESOF?/OS

MICROSCOPES OP-C12 and OP-C16 and AGCESORIES
MICROSCOPIO OP-r312 Y oP-C16 Y ACCESOFiIO{i

BEAM SPLITTERS OP-TV CLICK, OP-TV, OP-TV,DC, OP.TV6, OI'.TV9 ANd
DIVISOIi DE IMAGEN OP-TV CLICK, OP-TV, OP-TV.DC, OP-TV6, OP'|V8 Y

LIGHT SOURCES FIBI?OLUX 150, LED HP, and CIP-LSS
FUENTE DELUZ FIBROLUX 150, t-ED flP, y OP-LS5;
LED HEAD LAMPS OP-HL7, OPI'|LI5 and OP.LFS

FOTOFORO OI'-H17, OP-H115 Y OP..LFs

TVTOHD
TVl OHDI

SIROBOSCOPES STROAOUX lllLED and STROBOLU.Y IIILED
ES |ROBOSCOPIO STROBOLUX lll LED and STROBOLU,X lll LED

CCD CAMEFIA OP-714 and OP-l428
CAMARAS OP-714 Y OP-1428

T RO LL EY S STA N DA R Lt. COM P A CT it n d P RO F E S S I O N A L
MUEI]LES DE ENDOSCOPIA STANDARD COMPI\CT Y

EiNT CHlllRS OP-54, OP-SO OP-57, OP-S8, OP-510, OP-514 andACCESSOR
{iILLONE:S ORL OF'-S4, OP-S6, OP-S7, OP-SB OP-{110 y OP-S14 y ACCESORI

certificaci6n

cumplen con los ex;gTencias de colidod requeridas:. -!-". {.\.

".lgt \r3t/07l2Or7

28/Ct7 /2020

HD
HD

CHAI R OP-G7 and ACCEISSOR/ES
SILLON OP-G7

R/G/D ENDOSCOPES: O
ENDOSCOPIOS RIGIDOS:O

F EEI?SCO
FIBROSC

is in conforrnity with the legislation of the Directives 9

and complies with tlre standarcls included in the techn

/qs
OS

nreet t.he

productos

I Ferrario
I Manager

Date of i:;:;ue:

Fecho de emisi6n:
Valid until:
Vdlido hasta: 1
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