CREK-CE-01.11-2015

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE Di CONFORMITA

Name und Adresse des Herstellers: / Changzhou Realhealth Medical Devices Co., LTD
Name and address of the manufacturer: /126 HuaXing Road, JinTan, Jiangsu Province, China
Mom et adresse du fabricant: /

Home ¢ indinzzo del fabbricanta:

Wir erkldren in alleiniger Verantwortung, dass / We declare under our sole responsibility E%*sa* /
Nous déclarons sous nolrs propre responssbilité que / Dichisdamo sotio la sola responsabilita che

das Medizinprodukt: / Lubicating Jelly
UMDNBCODE 2401
the medical devine J fam Ny, Desoriplion
e dispositl madicat 7 40540001 5 g/bag 150pes/ box, Bboxes/ case
tenositive medico: 40540008 5 g/ wbe 48pcsibox, 10boxes/ case
40540002 10 g/ bag, 100pes! box, %%}%mmﬁf‘ Case
40540007 42 g wbe, 12 wbe/ box, § boxes / case
40540003 58.7 g/ whe, 12 fubsibox, & boxes [case
40540004 82 g/ tbe, 12 tubel box, & boxes/ case
40540005 133 g/ tube 127 tubelbox, 8 boxes / case

der Kigsse: / HE
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den einsch §ig&ﬁ Bestimmungen der Medizinprodukte-Richtiinie 9342/EWG und deren Umsetzungsn in nationsle
Goselze & 3;}%’% t. Die Erkidrung gilt in Verbindung mit dem zum Produkt gehdrigen , Endprifprotokell”. /

15 the provisions of the directive S342/EEC and #s ranspositions in nationa! laws which apply 1o 1L The declaration
connecion with the “fingl inspecton meput” of the device /

= tes les exigences de la directive sur les dispositifs médicaux S4/CEE et de sas ranspositions en droit
national qui is concernent. La déclaration est valable 3i slis est associbe au arapport de Ninspection Bnales du prodt

difista hulls le disposizion della direttiva S3M2/CEE & dells loro rasposizione net disitio nazionale che o rigugrdann.
Cusesta dichiarazions & valida in congiunzions con § “rapporio di ispezions finale” de! prodotio

igb@swsmﬁ zx:;wwf&m’e@ i Directive S3MAEEC Annex V + ¥l
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TOV Rheinland LGA Products GmbH
Tiltystralle 2

90431 Nimberg
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