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

Name und Adresse der Firma Anita Dr. Helbig GmbH
Nom et adresse de I'entreprise

Nome e indirizzo della ditta Grafenstrale 23
Name and address of the firm D-83098 Brannenburg
Single Registration Number (SRN) DE-MF-000012631
Wir erklédren in alleiniger Verantwortung, dass

Nous déclarons sous notre propre responsabilité que

Dichiariamo sotto nostra responsabilita che

We declare under our sole responsibility that

das Medizinprodukt Brustprothesen und Zubehor

le dispositif médical Prothéses Mammaires et accessoires

il dispositivo medico : -

the medical device Protesis de mama y accesorios

breast prostheses and accessories

mit der Basis-UDI-DI

4009706Y06301801XR
avec la base-UDI-DI
con la base-UDI-DI 4009706Y06309901ZN
with the basis-UDI-DI
der Klasse nach Anhang VIll MDR 2017/745 - Regel
de la classe | selon I'annexe VIl de la MDR 2017/745 - régle 1
della classe secondo l'allegato VIl della MDR 2017/745 - regola
of class according to annex VIIl 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 Il, Ill (Klasse [)

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

Snica

" | ANITA Dr. Helbig GmbH

ey *‘-"ﬁs:m‘?d Brannenburg - Pastiach 1142
4 A

Brannenburg, 05.06.20023 83098 Bronnenburg - Grefenstr, 23

Ort, Datum / Lieu, date i. A. Gion Patrick Kaegi
Luogo, data/ Place, date Person Responsible for Regulatory Compliance
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>>Artikel Anita Brustprothesen/article Anita breast prostheses<<

Basic-UDI-DI 4009706Y06301801XR
Brustprothesen nach Brustoperationen/ Ausgleichsform fir die Brust/

1015X TriFirst Art
1018X EquiLight

1019X TriFirst

1020X Authentic

1022X Full breast form
1028X2 SequiNature
1028XA SequiNature Vario
1030X Nipple-set
1031X Nipple

1032X Valance

1034X Valance

1043X TriVaria

1045X Sequitex Trapez
1046X Sequitex
1046X2 Volume

1046 XA SeqiTex Vario
1047X Pure Fresh Shell
1050X Softback

1051X TriNature SoftLite
1052X Valance

1052X2 Softtouch
1052XV Valance Vario
1053X TriWing
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~ 1053x2 Basic
1054X Active
1055X TriTex
1056X2 Fashion
1057X Equitex
1058X TriNature
1066X Velvety
1067X Velvety Liteshell
1068X Velvety SoftLite
1073X TwinFlex Asymmetric
1076L/R Full breast form
1080L/R Softback Asymmetric
1081L/R TriNature Asymmetric SoftLite
1082X Active Ocean
1084L/R Active Asymmetric
1085L/R TriTex Asymmetric
1086X Pure Fresh
1089X TriCup
1151X Amica SuperSoft
1151X2 Fashion
1152X Fashion
1157X Equitex Volume
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>>Artikel Anita Zubehor/article Anita accessories<<
Basic-UDI-DI 4009706Y06309901ZN

Mastektomie/Spezial-BHs zum Tragen von Brustprothesen/
Mastectomy/Special-bras for wearing breast prosthesis
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0640X Amica
4705X Antonia
4706X Tonya Flair
4709X Sophia
4723X Lucia
4731X Selma
4750X Colette
4753X Clara Art
4761X Tony Art
4769X Helen
4785X Rosemary
4787X Belvedere
4788X Bobette
5300X Vivana active
5301X Allie
5311X Cosamia
5315X Isra
5322X Salvia
5349X Safina
5362X Nastasja
5398X Livia
5706X Tonya
5712X Havanna
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>>Artikel Anita Zubehor/article Anita accessories<<
Basic-UDI-DI 4009706Y06309901ZN

Taschen und Patten zum Tragen von Brustprothesen in einem BH/
Pockets and flaps for wearing the breast prosthesis inside a bra

q022XT Prothesentasche/Pocket for breast form
1043XT Prothesentasche/Pocket for breast form
1053XT Prothesentasche/Pocket for breast form
1058XT Prothesentasche/Pocket for breast form
1062LT/RT Prothesentasche/Pocket for breast form
1076LT/RT Prothesentasche/Pocket for breast form
1084LT/RT Prothesentasche/Pocket for breast form
1110LP/RP Prothesenpatte/Flap
5316XP Prothesenpatte/Flap
5351XP Prothesenpatte/Flap
5353XP Prothesenpatte/Flap
5385XP Prothesenpatte/Flap

Medizinische Watte zum Beftllen der textilen Erstversorgungs-Brustprothesen zum optischen
Ausgleich /
Medical Fleece for filling the textile breast forms for optical compensation

1057XI Medical Fleece
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10.

Liste der Produktionsstatten/ List of production facilities

ANITA Germany

Anita Dr. Helbig GmbH (D)
Grafenstr. 23

83098 Brannenburg

ANITA AUSTRIA

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

ANITA CZECH REPUBLIC
Anita Moravia S.R.O CZ
Heralec 89

CZ-59201 Heralec

ANITA PORTUGAL

Anita Portugal Confecgdes. Lda.
Rua Alto de S.Pedro, 2
P-4550-274 Castelo de Paiva

ANITA THAILAND

Anita Thailand Co. Ltd.

Tambon Nongree

Amphur Muang, Chonburi 20000, Thailand

ANITA MYANMAR

Anita Asia Ltd. Myanmar

Nr. 137B Thudamma Main Road
North Okkalapa/ Yangon

VIETNAM SWENEO INTERNATIONAL CO. Ltd.

8st. Tan Thuan Export Processing Zone
Dist. 7- Ho Chi Minh City, Vietnam

SINCERE GARMENT FACTORY (Fidelity)
Qutou Industrial Centre

Xan Xiang

Zhongshan

Guangdong Province, China

PT Grace Hill Garments Indonesia
J1. Kampung Pesawahan No.4
Sayati, Margahayu

Kab. Bandung, West Jawa

Shantou Q One Garments Co., Ltd.
Xinhu Tianyang, Xiangang, Simapu
Chaonan, Shantou, Guangdong
China 515149
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