
Anexa nr. 1

La Procedurile r'^,n,rrr"tive pentru notificarea

dispozitivelor medicale care de(in marcaiul CE

Citre Agenlia Medicamentului
gi DisPozitivelor Medicale

NOTIFICARE
pentru inregistrarca dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

solicitantul Labromed Laborat.or sRL, cu sediul

tel./fax: Q22\ OOO 824, e-ma
solicit Tnregistrarea Tn Regist a urmitoarelor categorii 9i tipuri de

dispozitivJmedicale pentiu i a la dispozilie pe piald a:

. Tracheostoma HME, model Artificial Noses Type 302 43'009'05'706

Se anexeazd urmitoarele acte:
declaralia de conformitate CE emisi de producdtor pentru dispoltivul
certifrcatul de conformitate CE valabil pentru dispozitivele fabricate, d

actul prin care producitorul igr desemneazd reprezentantul'

Data 17.09.2023 Semnitura
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Conrentarii cu privire la acceptul/refuzul
receptiondrii notificirii, inclusiv motivul
refuzirlui
OaWnr. de ordine atribuit notificirii de
citre Agentie (in cazul acceptirii
receotionirii)
Nunrele, prenumele, funclia persoanei
rcqnonsA bi le cle receotion arca dosarul ui

Semnitura persoanei respqntelle



Anexa nr, z
La procedurile administrative pentru notificarea

dispozitiveror medicare care delin marcajur cE

cStre Agenlia Medicamentului gi Dispozitive Medicare

Solicitant: cu sediul

declar pe proprie r;spundere, cunosc6nd prevederile art. 352t, coouf penal atRepublicii Moldova cu privire la falsul in declaralii, cE documentele gi datele furnizatepentru notificarea dispozitivului medical:
' Tracheostoma HME, moder Artificiar Noses Type 302 43.009.0.5.z06

Sunt autentice 9i corespund realitdlii.

Numele, prenumete gi funclia



EG-KoNFoRMtTArsenrtAnuNG gemqB Richtlinie 93/ 42/EwG

ECDecloro|ionofConformityocc.toDirectiveg3/42/EEc

Wir, P. J. Dohlhousen & Co. GmbH, Emil-Hoffmonn-Str' 53' 509 en hiermit

eigenverontwortlich, doss unsere nochfolgend genonnten ukte den

Anforderungen der Richtline 93l42|EWG uber Medizinprodukte e

we, p. J. Dohrhousen & co. GmbH, Emit-Hoffmonn-str. 53, 50996 Cologne, hereby

declore underour sole responsibility thot the medicol devices described hereofter ore in

conformity with the provisions of the Direcrive 93l42\EEC on medicoldevices;

Die Erklorun der.tu] SUp product Service GmbH'

Ridlerstr. 65, 23) , in U bereinstimmu ng mit der

Richtlinie 93 tellt wurde (Zertifikot-Nr' Gl 015692

0502 Rev. 01 ).

The dec lorotion is bosed on the EC-Certificote issued by the rtjv stid Product service

GmbH, Ridlersfr. 65,8033g Munich (notified body no. 0123)' in occordonce with the

council Directive 93142/EEC conc erning medicol devices (Certificote No' GI 015692

0502 Rev.0lJ.

Unser euoritotsmonogementsystem entspricht den Anforderunge.l der DIN EN lso
.l34g5:2ot 6 und ist von einer okkreditierten Zertifizierstelle (TUv sun Product service

GmbH) zertifiziert.

Our euo tity Monogement sysrem meefs the requir",!p:!l,of the DIN EN ,so 13485:2016

ond is certified by on o.cr"oit"J certificotion body IUv suD Producl service GmbH)'

Hiermit erkloren wir, doss wir f ur die Erstellung dieser EG-Konf ormitotserklorung die

olleinige Verontwortung trogen . .

we hereby declore thot we ore so/ely responsible

Declorotion of Conf ormitY.

for the prePorotion of this EC

Diese Erklorung ist gultig bis zum 26.05.2024. lThis declorotion is volid until 26'0

Koln / Co/ogne, 05.05.2021 P. J. Doh|housen & Co. Gm

Petro Hordt
Leitung QM/RA

Monoger QMIRA

p. J. Dohlhousen & co. GmbH . Emil-Hoffmonn-Str' 53 ' 50996 Koln ' Germony

1s1' +49 (Ol 2236 3913-O ' Fox: +49 (0) 22363913-109

info@dohlhousen.de'w .dohlhousen'de

Kunstliche Nose
Trocheostomo HME

Produkt:
Product:

as.oos.o5.705 - 43.00e.05.71 I

Anhong ll ohne (4) .
Annex tl excluding H)

Verfohren gemoB RL 931 42/EWG:

Procedure occ. to MDD 93l42IEEC:
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EC Certificate
ices (MDtJ). Annex ll excludrng (4)

.01

Manufacturer:

Report No.:

Vatid from:
Valid until:

Date, 2020-07 -13

P. J. Dahlhausen & Co' GmbH
Emil-Hoffmann-Str 53

50996 Kotn

GERMANY

71 3163695+7 1 31 75772

2020-07-13
2A24-A5-26

product category(ies): *t::'f"? ?#:l :J?;l:$:nn ... .

intensiv ard eq lass lla and llb)

as weff as spinal needles (cla.ss lll)

rleaf .

E\io

ChristoPh Dicks

Head of Certification/Notified B

?ffJJJJ?roou"t servroe GmbH rs Notified Bodv with rdentrfrcation no 0123

Tuv suD product servrce GnrtrH . certificatron Body . Rrdrerstra*e 65 - 90339 Munrch ' Germany TIJVG
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EC Certificate
Full QualitY Assurance SYstem

Directive g3t4za;C-on trlteoical Devices (MDD), Annex ll excludrng (4)

(Devices in Class lla, llb cr lll)

No. G1 01569? 0502 Rev' 01

Medical Devices class lla

Products / Product GrouPs;

Sterile autologrcal blood transfuston systems

Filters
Sterrle transfuston devtces
Silicone resPrratory tubes

Sterile scalpels and scalpel blades

Sterile redon bottles
Sterile suction tubes
Sterile suction kits
Sterile wound drainage sYstems

Sterile arterial embolectomy catheters

Hurriidrfiers
Arlificial noses

Sterile catheters and accessorles

Sterile trocar and thoracic catheters

Oxygen theraPY accessorles
Accessories for resPtratron

ldenty loops

Sterlle Dermal BiosPsY Punch

Faecal Managernent SYstem

Medical Devices class llb

Products / Product GrouPs:

Disposable electrosurg rcal pencils

Disposable neutral electrodes

Balloon catheter
Defibri llation eiectrodes

Medical Devices class lll

Spinal needles

Page"2 of 2

TUV SUD product Service GmbH rs Notified Body with identificatron no' 0123

TUV SUD product service GmbH . certification Body . RidlerstraBe 65 " go33g Munrch ' Germany

7 
afi'B

B 3fr nF69 il$

TUV's'
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17.03.2023

To Authorities in the Republic"of Moldovo'

Letter of Authorizotion

We,

F.J. Dohlhousen & Co' GmbH

Emil-Hoffmonn'Str' 53

50996 Cologne
GermonY

declore ond confirm thot , :,)i-.:-, ,:(.i.,,i;.

lobromed Laborqtor SRL 
-

fiscof code 1 0l 2600001177

*itn registered otfice st
str. Cuzo Vodo 30/1

Chisinou, MD'2060
RePublic of Moldovo

birector Internotionol Soles

is our for our products ond is currently outho '

registouthoritiesmentionedp'"o,.tsintr'ef
This o n i':uofid for 2 (two) yeors from the dot

Dohlhousen & Co' GmbH

ottend tenders,
Moldovo.
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Artificial Noses Type 302

Artifiiial Noses Type 302, without vent, for patients

with spontaneous breathing through an endotracheal or

tracheostomy tube, in clinics or at home. Does not conduct

electricity.

43.009.05.706

43.009.05.710

Packing Unit

50 pcs/pck

30 pcs/pck

Application area:

Style:

Moisture loss

(heat and moistuie
exchanger at

Vt = 250 ml):

Moisture loss

(heat and moisture

exchanger at

Vt = 500 ml):

Internal volume:

Length:

Max. tidal volume:

Material:

Sterile:

Adult

With vent, with oxygen connectton

9 mgll

I3,2 mgll

17 ml

29 mm '

1.000 ml

Casing: PP; lid: TPE; foam:

PE/Pol yester foam (composition :

polyurethane polymer) with

calcium chloride coating

No

PU

750 pcs

720 pcs

02-03t20r9 8-83
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