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KONFORMITATSERKLARUNG / DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY / DICHIARAZIONE DI CONFORMITA

Name und Adresse der Firma
Nom et adresse de I'entreprise
Nome e indirizzo della ditta
Name and address of the firm

Anita Dr. Helbig GmbH
Grafenstrafie 23
D-83098 Brannenburg

Single Registration Number (SRN)

DE-MF-000012631

Wir erkldren in alleiniger Verantwortung, dass

Dichiariamo sotto nostra responsabilita che
We declare under our sole responsibility that

Nous déclarons sous notre propre responsabilité que

das Medizinprodukt
le dispositif médical

il dispositivo medico
the medical device

Bade Prothesen Zubehor

Accessoires balnéaires pour prothéses mammaires
Moda de bario adaptada

beachwear prostheses accessories

mit der Basis-UDI-DI
avec la base-UDI-DI
con la base-UDI-DI
with the basis-UDI-DI

4009706Y06309902ZQ

der Klasse
de la classe
della classe
of class

nach Anhang VIl MDR 2017/745 - Regel

selon I'annexe VIl de la MDR 2017/745 - régle
secondo l'allegato VIl della MDR 2017/745 - regola
according to annex VIII of MDR 2017/745 - rule

allen Anforderungen der MDR 2017/745 entspricht, die anwendbar sind. /
remplit toutes les exigences de la MDR 2017/745 qui le concernent. /
soddisfa tutte le disposizioni della MDR 2017/745 che lo riguardano. /

meets all the provisions of the MDR 2017/745 which apply to it.

Konformitédtsbewertungsverfahren
Procédure d'évaluation de la conformité
Procedimentodi valutazione della conformita
Conformity assessment procedure

MDR Art. 52 & Annex II, Ill (Klasse I)

Giiltigkeit der Erkldrung: 2 Jahre oder bis Anderungen am Produkt erfolgen oder sobald neue Produkte der Artikel-
Liste hinzugefiigt werden
Validité de la déclaration : 2 ans ou jusqu'a ce que des modifications soient apportées au produit ou dés que de nouveaux
produits sont ajoutés a la liste des articles.

Validita della dichiarazione: 2 anni o fino a quando non vengono apportate modifiche al prodotto o non vengono aggiunti nuovi
prodotti alla lista degli articoli.
Validity of the declaration: 2 years or until changes are made to the product or as soon as new products are added to the item

Brannenburg, 05.06.2023

Ort, Datum / Lieu, date
Luogo, data / Place, date
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>> Anita Bade Prothesen Zubehér / Anita beachwear prostheses accessories <<
Bademoden zum Tragen von Brustprothesen/ Swimwear for wearing breast prosthesis

Collection | Article Number Product Name
M1 6575-1 Latina Top

M1 6588-1 Kimba Top

M1 6591-1 Rimini Top

M2 6202 Style Albina

M2 6206 Style Austin

M2 6213 Style Melilla

M2 6214 Style Carini

M2 6219 Style Sevilla

M2 6222 Style Colina

M2 6227 Style Carini

M2 6232 Style Santa

M2 6233 Style Albina

M2 6236 Style Krabi

M2 6246 Style Frascati
M2 6250 Style Almeria
M2 6260 Style Vera

M2 6277 Style Pola

M2 6312 Style Dirban

M2 6324 Style Dirban

M2 6360 Style Teresina
M2 6366 Style Dirban
M2 6376 Style Porto

M2 6460 Style Stockholm
M2 6466 Style Kista

M2 6502-1 Style Barletta Top
M2 6506 Style Tabala

M2 6510 Style Liberia

M2 6512-1 Style Alba Top
M2 6532-1 Style Santa Anna Top
M2 6546-1 Style Tabala Top
M2 6572-1 Style Alassio Top
M2 6574 Style Latina

M2 6582-1 Style Rimini Top
M2 6586-1 Style Kimba Top
M2 6590 Style Alassio
M3 6203 Style Genua

M3 6204 Style Melilla
M3 6208 Style Almeria
M3 6210 Style Carini

M3 6211 Style Alva

M3 6216 Style Frascati
M3 6217 Style Padilla

M3 6220 Style Togo
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Collection | Article Number Product Name
M3 6224 Style Vera
M3 6226 Style Krabi
M3 6229 Style Albina
M3 6234 Style Safa
M3 6235 Style Colina
M3 6251 Style Olinda
M3 6261 Style Almeria
M3 6264 Style Merritt
M3 6285 Style Carini
M3 6313 Style Dirban
M3 6315 Style Malvina
M3 6334 Style Malvina
M3 6339 Style Dirban
M3 6343 Style Praia
M3 6344 Style Baku
M3 6409 Style Kista
M3 6418 Style Stockholm
M3 6501-1 Style Laila Top
M3 6505 Style Santa Anna
M3 6520 Style Laila
M3 6524-1 Style Santa Marta Top
M3 6534-1 Style Akita Top
M3 6541-1 Style Alia Top
M3 6558-1 Style Nola Top
M3 6560 Style Liberia
M3 6566 Style Toliara
M3 6578-1 Style Latina Top
M3 6580-1 Style Rimini Top
M3 6583-1 Style Latina Top
M3 6584-1 Style Jena Top
M3 6599-1 Style Kimba Top
S3 6901-1 Style Alassio Top
S3 6901-1 Style Santa Anna Top
M4 6200 Style Padilla
M4 6201 Style Edison
M4 6207 Style Alva
M4 6212 Style Merritt
M4 6221 Style Melilla
M4 6225 Style Almeria
M4 6228 Style Winnipeg
M4 6244 Style Togo
M4 6247 Style Carini
M4 6252 Style Malvina
M4 6256 Style Melilla
M4 6263 Style Carini
M4 6266 Style Krabi
M4 6276 Style Togo
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Collection | Article Number Product Name
M4 6288 Style Olinda
M4 6299 Style Frascati
M4 6310 Style Baku
M4 6311 Style Praia
M4 6317 Style Dirban
M4 6330 Style Dirban
M4 6331 Style Kista
M4 6355 Style Dirban
M4 6385 Style Porto
M4 6419 Style Stockholm
M4 6509-1 Style Toliara Top
M4 6511-1 Style Nola Top
M4 6518-1 Style Laila Top
M4 6522-1 Style Santa Rosa Top
M4 6530-1 Style Mexicali Top
M4 6533-1 Style Santa Rosa Top
M4 6557-1 Style Nola Top
M4 6565-1 Style Liberia Top
M4 6571-1 Style Jena Top
M4 6577-1 Style Latina Top
M4 6579-1 Style Alassio Top
M4 6588-1 Style Rimini Top
M4 6592-1 Style Pocatello Top
M4 6594-1 Style Latina Top
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Liste der Produktionsstatten/ List of production facilities

1. ANITA Germany
Anita Dr. Helbig GmbH (D)
Grafenstr. 23
83098 Brannenburg

2. ANITA AUSTRIA
Anita Dr. Helbig GmbH (A)
Natalis Obwexer Str.15
A-9971 Matrei

3. ANITA CZECH REPUBLIC
Anita Moravia S.R.0 CZ
Heralec 89
CZ-59201 Heralec

4. ANITA PORTUGAL
Anita Portugal Confecgbes. Lda.
Rua Alto de S.Pedro, 2
P-4550-274 Castelo de Paiva

5. ANITA THAILAND
Anita Thailand Co. Ltd.
Tambon Nongree

Amphur Muang, Chonburi 20000, Thailand

6. ANITA MYANMAR
Anita Asia Ltd. Myanmar
Nr. 137B Thudamma Main Road
North Okkalapa/ Yangon

7. VIETNAM SWENEO INTERNATIONAL CO. Ltd.
8st. Tan Thuan Export Processing Zone

Dist. 7- Ho Chi Minh City, Vietna

8. SINCERE GARMENT FACTOR
Qutou Industrial Centre
Xan Xiang
Zhongshan
Guangdong Province, China

m

Y (Fidelity)

9. PT Grace Hill Garments Indonesia

J1. Kampung Pesawahan No.4
Sayati, Margahayu
Kab. Bandung, West Jawa
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