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Dcutsche
А kkreditie ru ngstitellc
D-ZN|-I l321-01-00

certificat
Nr. Q8 020895 0378 Rev.

Titularul certificatulu i :

Nr. rароrt:

Valabil iпсерiпd сu data de:
Valallil рiпi la data de:

I)at:r:

рiшdust ýsflуiсв

Marca сеrtifiс:йrii:

Sfcra de aplicare а certificatului: Distribu(ie, vffnziri, instalare si
servicii legate de ingrijirea
lentilelor de contact gi а
produselor ch irurgicale, inclusiv
а echipamentelor medicale

()гgапisпrtrl de сегtitlсаге T{JV SiJD PгodLtct Sсгчiсе GrпЬII сегtillса Гарtul са sociclatea
rllell[icltlat-й аtttсritlг а iпlрlегпепtаt qi rлспtiпс url sistetT de nratlagenrent al calitДtii. саrе
indeplincstc ссгiпtсlс stапdагdсlог спutllегаtс. А se vedea si obscrvatiile de ре чL,rs().
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Аlсоп f,aboratories,
lncorporated
6201 South Freeway
Irort Worth. ТХ 76|з4-2099
S.U.A.

721312l8

25.01.2019
24.01.2022

25.04.2019

Se tп п ri l lt rй i пrlе.s с, i f r ч Ь i l й
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l)eutsche
,\ kkrcditieru Irgss;tcllc
D.ZNl-1lJ21-01_00

certificat
Nr. Q8 020895 0378 Rеч. 00

Standarde aplicalc:

Loca(ii:

Paq. ] din ,t

lI.-\ S[iD Ргоduсt Seгvice GrrrbtI . огgапistll clc ссгritlсаге. RidlсгstгаВе (l5 .80]З9 \,Iijnclren. Gertnania

EN lSO 13485:2016
l)ispozitive medicale - Sisteme de managcment aI
calitir{ii .- (Jcrin{e in scopuri de rcglementare
(ISO l3485:20l6)
DIN EN ISO l3485:2016

Alcon Рhаrmа GmbII
l]lankreutestr. 1, 79l08 F'rеiЬurg i. Br.o Gеrmапiа

Alcon Ncderl:rnd В.V.
Claudius l)rinsenlairn lil2, zl818 СР Brcda. C)landa

l,irlroratoires Alcon S.A.S. ltoute du Mole 2-J
Роrt de (iennevilliers, Bat. В 20,92230
(icn п cvilliers, Frап ta

Laboratorics Аlсоп S.д.S.
20 ruе cles deux Gares, 92500 Rueil-Malnraison, F'rапtа

,,\lсоп Cusi. S.A.
Grап Viа Corts, Catalanes 764,080l3 Barceltlna, SJrtrnia

ALCON |'()RTUGAI, - Produtols е Equipamentos
()11almolбgicos, l,da.
Ачепidа Professor Г)оutоr, Сачасо Silva, 10Е, T'aguspark,
2710-255 Porto Salvo, Portugalia

Alcon Pharmaceuticals (Repulrlica (Jеhй) s.r.o.
Na Рапl<rасi l724/l29, 140 00 Pr:llta 4, Republica Сеhй

Alctln I{ung:rrv |,td.
ltаrtбk Ilhz 6,Ii.M., l}аrtбk Вёlа ut .l3-.l7, l1 1,1

l}utlrtllcsta. I ngrrria

Alcon Nordic A/S at Novartis }'inland ОY
Metsiinneidonkuja 10, 02130 Espoo, Finlanda

Alcon Norge A/S
f)rammensveiev l27, 0277 Oslo, Norvegia

рцduсt ýs{тiоs

Tl}/*'
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Dcutschc
А kkrеr|itiсru п gss;tcllc
D,.Z]\t-l lJ21-01-00

Cer:tificat

рlфuсt ss,yics

Nr. Q8 020895 0378 Rеч. 00

Аlсоп Norclic A/S
(iustavslundsviigen 151F-, l67 51

Аlсоп Nordic A/S
Ittajul 2, E,dvard 'l'homsens Vеj
I)апеmаrса

Вrоmmа, Sucdia

l4.2300 Kolrcnhavn So

Alcon lberia Grоuр (din cadrul Аlсоп Cusi, S.A.)
Grап Viа Corts Catalanes 764,08013 Barcelontr, Spania

Alcon Polska Sp.z.o.o.
IIurtолчпiа F'аrmасеutусzпао ul. Аппороl 4а (Zеrап
Park), 03-236
Varsovia, Polonia

Laboratoires Аlсоп S.A.S.
ImmсuЬlе Plalon - Les a|gorithmes,l]d. Didicr Daurat
ttr. I7, J l700, Blagnac, Frапtа

Alcon N.V.
Medialaan 36, 1 800 Vilчооrdе, I}elgia

Аlсоп l}enelux (din саdrul Аlсоп N.V.)
Medialaan 36, 1800 Vilvtlordeo l}elgia

Alctln l'rllskir Sp. z t1.o.

ul. Nf arvnarskir 15, 02-671Varsovi:t, Polonia

Alcon RomAnia S.R.L.
Thc Lakeviclv l}uilding, Bd. |}аrЬu Vйсйrеsсu пr. 30l-
3l l, etajul 5,, 020276, Bucuresti, RоmАпiа

дlсоп llominia S.lt.L.
Bd. Dimitrie I'ompei пr. 9-9А, 020335 llucuresti,
Rominia

Аlсоп l,ttlroratorics (Australia) Pty Ltd.
Str. Waterloo пr. 54, Macquarie l)аrk, Sydney 2113,
д ustralia

Аlсоп ltalia S.l'.A.
Viale (liulitl Richard 1/|],20l43 Milano. Italia

Pagt. З dirr ,1

t['iY SUt> Ргtlсluсt Sегчiсс (jl,rlbI{, огgапisltl de ccltillr:are. Rid]сrstгаRс (;5.80ЗЗ9 \,1iincherl . Gerllratlia
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l)cutsche
;\Ikkrediticru ngsstcl lc
D",ZNI-1l321_01-00

certificat
1\r. Q8 020895 0378

['alt. 1 dirl ,1

l,[_ t sUtl Ргоduсt Sегчiсе Gllrb|l . огgапisпl dc сеrtifiсаге . lliсllегstгаВе

Rсч. 00

Аlсоп ltalia S.I'.A.
Viа I}. lJuozzi 1/5, 20090 Caleppio Di Settala, Italia

Аlсоп Laboratories HELLAS S.A.
Kifisias Ачепuе 18, 15125 Marousi, Grесiа

Alcon Laboratories II[lLLAS S.A.
l9th km Atlrens-Lal,ritl Аче., 19002 Paiania. Grесiа

Alctln Ophthalmika Gmbtl
Stella-Klein-[,бrv-Weg 17, 1020 Viепа, Дustriа

Alcon Srvilzerland S.A.
Suurstoffi 1.1, 6343 Rotkreuz, Elvctia

Alctln lil,e Саrе (1_IK) Ltd.
l'rimlс1, l}usincss Park, Frimle.v, СаmЬеrlеу, Surrev
GtJlб 7Sli, Regatul Unit

Alcon [,аЬоrаtоriеs, Inc.
6500 Will Rogers Boulevard, F-ort Worth ТХ 76l34,
S.tj.A.

Alcon }il,е Carc (UK) Ltd.
l)ark Viелч, Riversitle Way, Watchmtlor Park,
Camlrcrlev, Surrсч, GIJl5 3YL, Regatul tInit

Alcon Labtlratories, Iпс.
660l Oak Grove Road, Suite 200, F'оrt Worth ТХ 7613,1,
S.l].A.

Plв,Juct Sgгfiсв

. Gегrпапiа Ttнi0
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Dcutsche
А kkrеditiеruп gsstcllc
D.Z]\1-1lJ21-01-00

certificat
Nr. Q8 020895 0378 Rсч. 00

ргвdu*t fuгуiсе

Subselnnata I]RAN MAltlANA . iпtегргсt
atttoгiztttici llг.32(l58 clin c]ata cle l0.10.20l
exitctitalca 1гасluссгii efbclr.tatc I)IN LIMBA
а tbst tгаdLt_.l cotTplct. lага clt1-1 istlt-ti. si са. ;lr
si setlsul.

si 1гаdttсаtоr aLttorizat репtгu lirnba engleza. in terleiul
l. еliЬсгаtа de Мiпistегul Jrrstitiei din Rotnania. ссгtil'iс
tiNCI-11ZA IN I-IMBA RОМАNД , са texttll ргсzепtаt

,itl tгаduссге. illscгisuIr_ri пu i-a fbst dcnattrгat cot,ltinutul
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Тi.lr SЁtп Ргосluс1 Sсгчiсс Gпl[rII

i. l lJ
l 

" 
i,

. Огцаt,listlt de сеrtifiсаге . RidlегslгаВе 65 . 803З9 l\.{tinchcn сеrtlrап ia Tfivfr



PlOdUcl stl||jte

нс €ertificate
Frrll Qrrality Assttralrce System
Directive 93i42iEEC ott Мgrliсаl Deviceý {MDD), Atttrex ll excluding (4)
(Devices iп Class lla, Ilh оr lll}

G1 020В95 0З44 Rev. 01

Marrttfacturer: Alcon Laboratories,
Incorporatecl
$201 South Г'rееwау
Гоfi Wоrih, ТХ 76134-2099
USA

р ro ci u с t с ate g о rу ( i е s ) : ;: :g'i; Ё Г;,yffi 
"i 

;ý, :'; :j:"_x;T: "' 
Р ro d u cts f о r

(Cataract, Vitreoretinal, Laser апd lпlaging)

-Гhtl Certification Borly of TUV SUD Ргоduсt Service GmtlН declares lilat the аfоrепlепtiопеd
tttat,tufacturer has intplenlented а qualily аsýuгапсе systetn fоr design, tпапufасtuге апd flпаl
inspection of lhe rеsресliче clevices / device categories in ассоrdапсе lvith MDD Аппех l|. 

"1his qua|ity

аsstjгаllсе systeln сопfоrпls to the геquirепlспls of this Directive and is sulr|ect lo periodical
surveitlattce. Fог nlarketing of class lll devices an additioпal Апriех ll {4) certificate ls nlandatoty, See
also notes overleaf.

Rероrt No,:

valid froпtl
valid until:

/2 ,1з952в

201в,09_,19
2021 _02-0в

Date, 
':0'1В"09-1 

9 l{,*4
stefan Рrеiв

Page 1 of 2
TUV SUD Producl Ser.uice GпlЬН is Notjfied Body with identification по. 012З

тUV SUt] P{odtlct Selvice GпlЬН . СеltiПсаtiоп Body . RidlerstraBe бll . ВOЗЗ9 Мuпiс}r . Gеrп]аllу
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Produr-l &rvicc

ýs Gertificate
Frrll Quality Assttraltce Sуstеп}
Directive sЪlсztнвС orr МЪdiсаl Devices tMDni, дrrltех ll exc|udirrц (4)

(Devices iп Class lla, llll оr lll)

G{ 020895 0З44 Rov, 01

Facility(ies):

Design

Facility(ies):

Alcorl Research Ltd., а subsidiary of Alcoll LаЬоrаtогiеs, ltlc
700 OIcl Ггitztочtrr Roacl, Sinkirlg Spring ['А 1960В, USA

Alcotl Researclr l-td. а subsidiary of Дlсоп Lаlэ.lпс,
15В00 Аltоп Parkrvay, lrvine, СД 9261В-ЗВlВ, USA

Дlсоtl Research, Ltd. а subsidiary of Alcorl l-ab. lпс,
714 Coltlпlbia Avettue, Sinklrlg Sрriпg РА 1960В, UýА

Аlсоп Rеsеагсh t_td. а subsidiary of Дlсоп Labs lпс.
9965 Buftalo Speedrvay, }louston ТХ 77054-1309, USA

Аlсоп Rеsеагсh, LtcJ, а sulэsidiary of Аlсоп LаЬогаtоriеs. lпс
2051 1 Lake Forest Dr,, Lake Fоrеst сА 92630, USA

Page 2 of 2

TOV StJD Рrосluсt Sеrчiсе Gnlbн is Notified Body with identif]cation по. 0123

тOV SUD Product service GlпЬ}{ . Certiflcalion Body . Ridlеrstrаgе 65 . ВOЗ39 Мuпiсh , Gегпlапу
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