EC DECLARATION OF CONFORMIT

dental & medical

Issued by: ALAN & Co s.a
Avenue André Ernst 17
4800 VERVIERS
Belgium
SRN: BE-MF-000000141 (Single Register Number)

We hereby declare that the products listed below are in compliance with the requirements of the
Regulation MDR2017/745 of the European Community. The products fulfil all the essential and other
requirements put forward in the regulation :

Concerned products:

Retraction cords Cotton Rolls for medical use
Cotton Pellets Absorbent Wound Dressings
Dental cotton rolls Square/Round Cotton Pads
Bibs Gauze sponges

Napkins Non-Woven Sponges

Cotton Balls Cotton Buds

Zig-Zag Cotton Wool Rhinorolls

Intended purpose:
Intended to be used as a mechanical barrier, for compression or for absorption of exudates.

We attest that the EU declaration of conformity is issued under the sole responsibility of the
manufacturer. We attest that we meet all the general safety and performance requirements from the
Annex | of the mentioned Regulation.

These products are Class I, following the rules N°4 described in the annex VIl of the here above
mentioned Regulation. The medical device is intended for a transient use.

I's here declared that the device to which this declaration is addressed to, are conform to the following
technical standards:

- IS0 15223-1:2021
- 180 13485:2016
- 1S0O 14971:2019
- 1S0O 10993:2020

Verviers, 30t of March 2023
Alan & co signature:
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w
Maght

——

|

Anne KNOTT
Managing Director
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References | Basic UDI-DI (GMN codes)
Retraction cords
RCAO ; RCAO00 ; RCA1 ; RCA2 ; RCAKO ; 542503254RCA011VB

RCAK1 ; RCAK2 ; RCNO ; RCNOO ; RCN1
RCNZ2 ; RCNKO ; RCNK1 ; RCNK2

Dental cotton rolls
CR6MM/100CM ; CRA1001 ; CRA1001/38; 542503254CRA020UE
CRA1002 ; CRA1003 ; CRA2002 ; CRA301
CRA302 ; CRA303 ; CRA402B ; CRA402G
CRA402L ; CRA402P ; CRA402Y ; CRA483
CRA501 ; CRA501B ; CRA501C ; CRA501G
CRAS501L ; CRA501P ; CRA501Y ; CRA502
CRA504 ; CRN1/15CM ; CRN1001 ; CRN1002
CRN1003 ; CRN16MM/10CM/20 ;
CRN17MM/8CM/20 ; CRN2/10CM/NG ;
CRN2/10CM/NG/BUNDLES ; CRN2/1400/25M
CRN2/16CM/NG ; CRN2/28.5CM ;
CRN2/300G/19M ; CRN2VRAC ; CRN3/28.5CM
CRN3/480/50M ; CRN3/8CM ; CRN301 ;
CRN302 ; CRN303 ; CRN3VRAC ;
CRN43/100CM ; CRO101 ; CRO102 ;
CRO102CL ; CRW1/150 ; CRW1/4500 ;
CRW1/50 ; CRW3/150 ; CRW3/25 ; JTN303 ;
SPF013/29CM ; SPF014

Napkins
NAPB ; NAPEB ; NAPEB/3PLIES ; NAPEG 542503254NAP055WW
NAPW
Bibs

B60B ; B60B3PLIES ; B60EB ; B60OEG ; B60W | 542503254BIBS172YB
Bibs with pocket
B68BP | 542503254BP171UP
Cotton balls

1000B04 ; 1000B5 ; 100BO6COT ; 100B06COTC 542503254B0O019U9
100BO6N ; 1500B03/10A ; 1500B03/10N ;
1500B03/12A ; 150083 ; 150B3 ; 500B0O4A ;
500B06/10A ; 500B06/10ETQ ; 500B06/14
500B06/16 ; 500B06/16A ; 500BO6LO ; 500BO9A
; 500B0OSL ; 500G03 ; 500G06 ; 500GO6A ;
500G09 ; 500G1.5 ; 500G2 ; 5KG06 ; 5KG06G ;
5KG09 ; 5KG2 ; 5KG3 ; 5KG5 ; 700B04/15A ;
700B05/16 ; 700B05/20 ; 700B06/16 ;
700B06/16CO ; 700B06/8 ; 700BO6ALAN ;
750B06

Page 2/3
ALAN & CO
Avenue André Ernst 17 — 4800 Verviers — Belgium
Tel : +3287 311059 —Fax:+3287 316169
www.alan.be — info@alan.be


http://www.alan.be/
mailto:info@alan.be

EC DECLARATION OF CONFORMIT

dental & medical

Zig-Zag cotton wool
OU100G/35ETQ ; OU100G/40ETQ ; OU100G/80 | 5425032540U000ZD
OU100GA/80 ; OU100GAP ; OU100GCOT
OU100GCOT+LPPR ; OU100GP ;
OU100GPCOT ; OU10GR ; OU200GA ;
OU200GCONT ; OU200GCOT ; OU200GPA
OU250G/24 ; OU250GA ; OU250GETQ
OU500G/10 ; OU500G/25 ; OU500GA ;
OUS500GCOQOT ; OU50G ; OU50GA ; OU50GCOT
Rhinorolls
RRA20 | 542503254RRA0512X
Absorbent wound dressings
PADE12 ; PADE12/4 ; PADE15 ; PADE17/2 542503254PADE0852C
PADE19 ; PADE19/4 ; COUCHECOTON1
COUCHECOTON2

Cotton rolls for medical use
RO1000GAW20A ; RO1000GAW20ETQ 542503254R00942A
RO1000GNAR20 ; RO1000GNAW20
RO100GAWA ; RO250GAWA
RO500GAW20 ; RO500GAW20A
RO500GNAR20 ; RO500GNAW?20

Cotton buds
BAT200COT/P | 542503254BAT036SS
Cotton pellets
CP1V ; CP2V ; CP3V ; CP4V ; CPA1 10G; 542503254CPAQO7TY
CPAl/4 ; CPA2 10G ; CPA2/4 ; CPA3 10G ;
CPA3/4 ; CPA4 10G ; CPA4/4 ; CPN1 ; CPN2/6
CPN3 ; CPN4

Pads
C100X ; CARRE10X10/200 ; CARREZ200A ; 542503254PADS0324R
CARRE40 ; CARRE40COT ; CARRE4X5/500A
CARRE4X5/700A ; CARRE5X5/500/10 ;
CARRES5X5/500/16 ; CARRES5X5/500/16A
CARRES5X5/500ETQ ; CARRE5SX5/700 ;
CARRESX5COT ; DIS80COT ; GAU5SX5 ;
GAUNSX5 ; RECT8X10/200/25/A ;
RECT8X10/25 ; RECT8X10COT ;
RECT8X10ETQ ; RECT8X10VRAC
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