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Akkreditierungssteile
D-ZM-11321-01-00

Certificat
Nr. Q8 020895 0378 Rev. 00

Titularul certificatului: Alcon Laboratories,
Incorporated
6201 South Freeway
Fort Worth, TX 76134-2099
S.U.A.

Marca certificarii:

Sfera de aplicare a certificatului: Distributic, vanzari, instalare si
servicii legate de ingrijirea
lentilelor de contact si a
produselor chirurgicale, inclusiv
a echipamentelor medicale

Organismul de certificare TUV SUD Product Scrvice Gmbl certificd faptul ¢ socictatea
mentionatd anterior a implementat si mentine un sistem de management al calitatii. care
indeplineste cerintele standardelor cnumerate. A se vedea si observatiile de pe verso.

Nr. raport: 72137218

Valabil incepand cu data de: 25.04.2019
Valabil pana la data de: 24.04.2022
Data: 25.04.2019

Semnditurd indescifrabila
Stefan Preifd

* Digitally signed by Dicusar Vladimir
. Date: 2020.04.28 09:57:40 EEST

| Reason: MoldSign Signature

. Location: Moldova
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificat

Prudust Sarvice

Nr. Q8 020895 0378 Rev. 00

Standarde aplicate:

I.ocatii:
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EN ISO 13485:2016

Dispozitive medicale — Sisteme de management al
calititii — Cerinte in scopuri de reglementare
(ISO 13485:2016)

DIN EN ISO 13485:2016

Alcon Pharma GmbH
Blankreutestr. 1, 79108 Freiburg i. Br., Germania

Alcon Nederland B.V.
Claudius Prinsenlaan 142, 4818 CP Breda, Olanda

L.aboratoires Alcon S.A.S. Route du Mole 2-3
Port de Gennevilliers, Bat. B 20, 92230
Gennevilliers, Franta

[.aboratories Alcon S.A.S.
20 rue des deux Gares, 92500 Rueil-Malmaison, Franta

Alcon Cusi, S.A.
Gran Via Corts, Catalanes 764, 08013 Barcelona, Spania

ALCON PORTUGAL - Produtos ¢ Equipamentos
Oftalmologicos, 1.da.

Avenida Professor Doutor, Cavaco Silva, 10E, Taguspark,
2740-255 Porto Salvo, Portugalia

Alcon Pharmaceuticals (Republica Ceha) s.r.o.
Na Pankraci 1724/129, 140 00 Praha 4, Republica Ceha

Alcon Hungary Ltd.
Bartok Haz 6, E.M., Bartok Béla ut 43-47, 1114
Budapesta, Ungaria

Alcon Nordic A/S at Novartis Finland OY
Metséinneidonkuja 10, 02130 Espoo, Finlanda

Alcon Norge A/S
Drammensveiev 127, 0277 Oslo, Norvegia
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Alcon Nordic A/S
Gustavslundsviigen 151F, 167 51 Bromma, Suedia

Alcon Nordic A/S
Etajul 2, Edvard Thomsens Vej 14, 2300 Kebenhavn S,
Danemarca

Alcon Iberia Group (din cadrul Alcon Cusi, S.A.)
Gran Via Corts Catalanes 764, 08013 Barcelona, Spania

CERTIFICADO # CERTIFICAT _

Alcon Polska Sp.z.o.0.

Hurtownia Farmaceutyczna, ul. Annopol 4a (Zeran
Park), 03-236

Varsovia, Polonia

L.aboratoires Alcon S.A.S.
Immecuble Platon — Les algorithmes, Bd. Didier Daurat
nr. 17, 31700, Blagnac, Franta

Alcon N.V,
Medialaan 36, 1800 Vilvoorde, Belgia

Alcon Benelux (din cadrul Alcon N.V.))
Medialaan 36, 1800 Vilvoorde, Belgia

Alcon Polska Sp. z o.0.
ul. Marynarska 15, 02-674 Varsovia, Polonia

Alcon Romania S.R.L.
The Lakeview Building, Bd. Barbu Vacarescu nr. 301-
311, etajul §, 020276, Bucuresti, Romania

Alcon Romania S.R.1..
Bd. Dimitrie Pompei nr. 9-9A, 020335 Bucuresti,
Romania

Alcon Laboratorics (Australia) Pty L.td.
Str. Waterloo nr. 54, Macquarie Park, Sydney 2113,
Australia

Alcon Italia S.P.A.

Viale Giulio Richard 1/B, 20143 Milano, Italia
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Alcon Italia S.P.A.
Via B. Buozzi 1/5, 20090 Caleppio Di Settala, Italia

Alcon Laboratories HELLAS S.A.
Kifisias Avenue 18, 15125 Marousi, Grecia

Alcon l.aboratories HELLLLAS S.A.
19th km Athens-Lavrio Ave., 19002 Paiania, Grecia

Alcon Ophthalmika GmbH
Stella-Klein-Low-Weg 17, 1020 Viena, Austria

Alcon Switzerland S.A.
Suurstoffi 14, 6343 Rotkreuz, Flvetia

Alcon Eye Care (UK) L.td.
Frimley Business Park, Frimley, Camberley, Surrey
GU16 7SR, Regatul Unit

Alcon Laboratories, Inc.

6500 Will Rogers Boulevard, Fort Worth TX 76134,
S.U.A.

Alcon Eye Care (UK) F.td.
Park View, Riverside Way, Watchmoor Park,
Camberley, Surrey, GU15 3YL, Regatul Unit

Alecon Laboratories, Inc.

6601 Oak Grove Road, Suite 200, Fort Worth TX 76134,
S.U.A.
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Subsemnata BRAN MARIANA | interpret si traducator autorizat pentru limba engleza. in temeiul
autorizatiei nr. 32658 din data de 10.10.2011, eliberata de Ministerul Justitiei din Romania, certific
exactitatea traducerii efectuate DIN LIMBA ENGLEZA IN LIMBA ROMANA | ca textul prezentat
a fost tradus complet. fara omisuni. si ca. prin traducere. inscrisului nu i-a fost denaturat continutul

si sensul.
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Product Senvica

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex I excluding (4)
{Devices in Class lla, 1th or IH)

G1 020895 0344 Rev. 01

Manufacturer: Alcon L.aboratories,

Incorporated

6201 South Freeway

Fort Worlh, TX 76134-2099
USA

Surgical Devices and Electrosurgical Products for
Use in Ophthalmologic Procedures
(Cataract, Vitreoretinal, Laser and Imaging)

Product Category(ies):

The Certification Bady of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a qualily assurance system for design, manufacture and final
inspection of the respective davices / device categaries in accordance with MDD Annex Il This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveiflance. For marketing of class Il devices an additional Annex H {4) certificate is mandalory. See
also notes overleaf.

Report No.: 72139528
Valid frony: 2018-09-19
Valid untik: 2021-02-08

Date, 2018-09-19 / W

Stefan Preif}
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TUV SUD Praduct Service GmbH « Certification Body « Ridlerstrafie 65 « 80333 Munich « Germany
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Praduct Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding {4)
(Devices in Class lia, lib or [I)

G1 020895 0344 Rev. 01

Facility(ies): Alcon Research Ltd., a subsidiary of Alcon Laboratories, Inc.
700 Old Fritztown Road, Sinking Spring PA 18608, USA

Alcon Research Ltd. a subsidiary of Alcon Lab.inc.
15800 Alton Parkway, Irvine, CA 82618-3818, USA

Alcon Research, Ltd. a subsidiary of Alcon Lab. inc,
714 Columbia Avenue, Sinking Spring PA 19808, USA

Alcon Research L.id. a subsidiary of Alcon Labs Inc.
9965 Buffalo Speedway, Houston TX 77054-1309, USA

Design

- . Alcon Research, Ltd. a subsidiary of Alcon Laboratories. Inc.
Facility(ies): 20511 Lake Forest Dr., Lake Forest CA 92630, USA
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