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bitop  AG Carlo-Schmid-Allee  5 (i4263  Dottinund  Gennany

Declaration of Conformity

bitop  AG

Stockumer  Str. 28

58453 Witten,  Germany

declares  under  his sole responsibility  that  the following  medical  device

Brand  name  e.g. Ectoino Lozenges/  Natterman  Hoest  en Keel

Pastilles

Ectoin containing  LozengesProduct  family

Formulation  number

Classification

UMDNS

Product  Humidifier,

category  moisture

exchange

Prüduct  code  i5-645

EHTO1

ClaSS l, rule 5, SeCOnd indent  (according to Annex IX)

GMDN

Oropharyngeal  mucosa  protection  material,  non-

sterile

http://www.zmd  nazency.«om/Te rm Details.aspx?tid  =124437

Lk7276

Is conforming  to the essential  requirements  listed in Annex  I of EC Directive  g3/4;/EEC

in consideration  of the change  of  the EC Directive  »oo7/47/EC.

This declaration  of conformity  is based on self assessment  procedure  according  to

Annex  VII of EC Directive  g3/4»/EEC in consideration of the change  of the EC Directive

zooz/+z/EC.

The following  standards  are applied.  The current  valid  version  is summarized  in the

document  ORG-45.

EN ISO 15223-1 EN io4i EN ISO 10993-1  ff ISO i34o8-i  ff

EN ISO i3485 - b rs n  A
EN ISO 1/+971 EN 62366

The above

Place and

Signature

X)l  l o r 'I  G
men  ne edica  evi e carrie e CE mark:

Dat

b i tü q AG

Cailo-S«lunm-Allee  5, f(*253  Doitmund,  Geunhny

StOCkumei  füaßt!  28, 58i+53  Ifli!(en,  6ein1an'y

Fün + !i9 (O) 2S198  7? l+!+ O, Fax + !L9 li)) 23198  77 u'y lO

office@bitop  de, 

Spaikasse  Doit+nund  (8C hboboig'ü)  zhiooxsoii

IBA'il D E5 7 J'r15  0199  0711  0015  CI(1, BIC Dl1 RTD B  3 XX:(

l"lanagemel1(

Cla lIS I«laE'l sgaal  d ((l1 ler  EXeCll kll/e DII eCföl  )

Damel  l. Beigei  (Membei  oft  he Exe«utt'ie

BOai d)

Di Andieas  Bilstam  (Memb=i  üftli=

ExeCu(rve  BümCl)

Chauman  ortlie  Büaid

Di Dietai  Ha:m

b i tü p AG

iegisteied  m lillittan

HRB 81'*7
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