Advanced Medical Solutions Limited

Premier Park, 33 Road One,

Winsford Industrial Estate,

Winsford, Cheshire, CW7 3RT, UK

Tel: +44 (0) 1606 863500 Fax: +44 (0) 1606 863600
Web: www.admedsol.com

Advanced Medical Solutions Ltd Registered in England 2666957 VAT No. GB 636 5551 27

TF-B-015, Rev 18
Addendum to: TF-B-015, Rev.13, dated 22-December 2020

EC DECLARATION OF CONFORMITY
IN RELATION TO ACTIVHEAL® FOAM DRESSINGS

-Advanced Medical Solutions Ltd. (Premier Park, 33 Road One, Winsford Industrial Estate, Winsford, Cheshire,
CW?7 3RT, United Kingdom) declares that the Class Ilb medical devices manufactured by Advanced Medical
Solutions as listed below:

Product Name e Size BEF U Ferdingre
‘ iy Number
7.5cm x 7.5cm 10010232
10cm x 10cm 10009109
ActivHeal® Foam Adhesive 12.5cm x 12.5cm 10009110
15 x 15cm 10010781
20cm x 20cm 10009112
5cm x 5em 10009113
7.5cm x 7.5cm 10009114
) . 10cm x 10cm 10009115
ActivHeal® Non-Adhesive Foam
15 x 15cm 10010781
10cm x 20cm 10011265
20cm x 20cm 10009117
ActivHeal® Tracheostomy Foam Non-Adhesive 10cm x 10cm 10009118
ActivHeal® Foam Heel Non-Adhesive Heel 10010227
7.5cm x 7.5cm 9001470
10cm x 10cm 9001487
10cm x 20cm 9001500
ActivHeal® Silicone Border Foam 12.5cm x 12.5cm 9001494
15cm x 15cm 9001517
20cm x 20cm 9001524
18cm x 18.5cm, Sacral 9001531
5cm x 5ecm 9001548
7.5cm x 7.5cm 9001555
ActivHeal® Silicone Non- Border Foam LMo el 2001562
10cm x 20cm 9001579
15cm x 15cm 9001449
20cm x 20cm 9001586

GMDN Code: 44970 — Exudate-absorbent dressing, non-gel

AE® S 2

UK Authorised Economic Operator | "  t—r

Registered Office: Premier Park, 33 Road One, Winsford industrial Estate, Winsford, Cheshire, CW7 3RT, UK Certificate No. MD 7‘8.010
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Advanced Medical Solutions Limited
Premier Park, 33 Road One,
Winsford Industrial Estate,

Winsford, Cheshire, CW7 3RT, UK

Tel: +44 (0) 1606 863500 Fax: +44 (0) 1606 863600
Web: www.admedsol.com

Advanced Medical Solutions Ltd Registered in England 2666957 VAT No. GB 636 5551 27

TF-B-015, Rev 18
Addendum to: TF-B-015, Rev.13, dated 22-December 2020

are in conformity with the essential requirements and provisions of Council Directive 93/42/EEC (Medical
Devices Directive) amended by Directive 2007/47/EC, as transposed into UK Regulations (Statutory
Instrument 2002 No. 618 and Statutory Instrument 2012 No. 1426) subject to and in conformity with the
applicable provisions of Annex Il, Full Quality Assurance Certificate (CE01699), under the supervision of our
Notified Body, the British Standards Institution (2797).

This EU declaration of conformity is issued under the sole responsibility of Advanced Medical Solutions Ltd.

The changes made comply with the transitional provisions of (EU) 2017/745 Article 120, such that the (EU)
Declaration of Conformity (TF-B-015, dated 22-December 2020) has not been invalidated.

Authorised Representative: Advanced Medical Solutions B.V., Munnikenheiweg 35, 4879 NE
Etten-Leur, Netherlands

Standards Applied: Refer to the relevant section of Technical File B (TF-B).

Issued in Winsford, UK.

—

e Kq'm;M
Nl
20-Mar-2024 | 16:01 GMT
Kay McGrath Date

Regulatory Affairs Manager

Doc reference: Technical File B for Foams Dressings — TF-B, Revision 15, Issue Date: March 2024.
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Advanced Medical Solutions Ltd
Premier Park, 33 Road One
Winsford Industrial Estate
Winsford, Cheshire. CW7 3RT. UK

Advanced Medical Solutions Ltd TF-F —001, rev 07

EC DECLARATION OF CONFORMITY
IN RELATION TO SILICONE WOUND CONTACT LAYER DRESSING

Advanced Medical Solutions Ltd. (Premier Park, 33 Road One, Winsford Industrial Estate, Winsford,
Cheshire, CW7 3RT, United Kingdom) declares that the Class Ilb medical device manufactured by
Advanced Medical Solutions and described hereafter as:

Product Name Size (cm)
5%x7.5
10x 10
Silicone Wound Contact Layer Dressing
15x 15
10x 20

GMDN Code: 46855 (Wound Non-adherent Dressing, Permeable)

are in conformity with the essential requirements and provisions of Council Directive 93/42/EEC
(Medical Devices Directive) amended by Directive 2007/47/EC, as transposed into UK Regulations
(Statutory Instrument 2002 No. 618 and Statutory Instrument 2012 No. 1426) subject to and in
conformity with the applicable provisions of Annex Il, Full Quality Assurance Certificate (CE01699),
under the supervision of our Notified Body, the British Standards Institution (2797).

Authorised Representative Advanced Medical Solutions B.V., Munnikenheiweg 35, 4879 NE
Etten-Leur, Netherlands
Standards Applied: Refer to the relevant section of Technical File F (TF-F)

Issued in Winsford, UK.

. %—Y\rt Q\\(: - (.!.L O’.[ ";\E\,\,\fw@ A0 2

+

Kay McGrath i Date
Regulatory Affairs Manager

Doc reference: Technical File F for Silicone Wound Contact Layer Dressing - TF-F, Revision 07, Issue
Date: December 2021

Page 1 of 1

£

Certificate No. MD78010




:{w

]

oseteni A sared el nh Bvarin B panly bhoR LF baR salet]l 20 paRulo? (asibald basraviA
8 QE T Wi Bivel Jinbain GR taskd ol T 2ot yeb Lamobnl 4 Bep o 1L W sy
o, afte e betiadal DA eainalel luiﬁﬁiﬁ- D ASVER
:.,..__..‘I_--_: s S i - Ve | ..-.‘ nep T I.‘--m_r.l_ m:.—- - o b ! -_!':-_-;- B
5 - lﬂﬁ} ﬂl!ih- SRLELE e el s-‘ur.“ wﬁm b5 B
;‘-—-.a—i- —— .‘-.wﬂ--——-r —-I-v-‘-l-;m-- AL 5 e e R e .--Jd——- .—....‘..-‘. ,_...1 '
i" \ K ] . ¥
¥ o B e AR i g et o S o S b Ak )
3 Us el
e i | Bt 1eyal JIsen0. s Y il -
; o Ll :
J;-,— . = —».-.ﬁ- -‘....- T T e e p—
| . A G . [
O P o~ y -..L,_,_,___,__ . - et
fo/caanmad g mel e tbg ot onuaes) 338D okl MHgE -
S EINERALE SIS B B 2w "lx PO Fve. BiRnn NI LN W binese s sy sitive yllcnetneg moang
Tadirstunad AL ol Gurseeeiy s TN TR TR avitoorn i yel ustresats fawid et aanived pathahdl
il hos o8 Banas {alel A SR R ghodediod boes T8 ol SO0R e DS R VP PAT
ASHRILT ™ alpatirad aosEiu 1A R St B ASn0A e o olaven Sloe ks s ke glimmetaog
SREVL) pota o~ 2hni 8iE nriind st et Dedhed ! et noleivienie se2 ek
20 ETRM IO qewibfins it o 1 aneisulod oineld G st g Deahendid
sunelentlev gy -2t S
P3390 0 ok aginitag B nalias i svain 5ot 65 el BoilggR staghnes?
S TR P e
Lok = e O
wt b W 'Fj—:b-"-*ﬁ‘* g _—— L .z«{,w__ﬁ:f T ——
dwii r:ma:#.‘n._ml
HEEREA 2B TA P otbiuand
el N6 DR AT - it vogn i eadoW snagiliz v ol loalar T sesies G
B i e e v PP U A S S e I S A B i P W -—u—b—-u-_\- L, ek i L ] =l R T S
- : . - . .
oy i . !
]m@ : ' | bt
B Y O 1 ' .

hFS Tt da e st Peiney: " ‘ :
Afiy o BN a8 mbingad

sEstes Wil Bt a sy

RULI e e T O SN RS SO (T A 1 O

Thepe 100257

YHMAOIMOD 40 OITARA L0 33
SYICZIFO GIVAT TIATHON ARUOW JODLIR oT MomALs W

ol adhaod Solbailt bmnsym

B n
T ————.
- .

E bl

. i



EDC-012-001, Rev 1

Advanced Medical Solutions Ltd

EU Declaration of Conformity
Regulation (EU) 2017/745 on medical devices

We, the manufacturer:

Name Advanced Medical Solutions Limited

Address Premier Park, 33 Road One
Winsford Industrial Estate
Winsford
Cheshire
CW?7 3RT, UK

Single registration number GB-MF-000008822

under our sole responsibility, certify that the products described below are in conformance with the
applicable provisions of Regulation (EU) 2017/745 on medical devices:

Device Family Silicone Wound Contact Layer

Intended Purpose: Silicone wound Contact Layer is intended for use on
chronic and acute wounds with an appropriate secondary
wound dressing. It is designed to lie between the wound
bed and the secondary wound dressing to prevent the
secondary wound dressing from sticking to the wound
and allows exudate to pass into an absorbent secondary
wound dressing.

Classification rule under Annex Viii: Class llb under Rule 4 (2" indent)
Certification MDR 729334 (EU Quality Management System
Certificate, Regulation (EU) 2017/745, Annex IX Chapter |
and 11)
Common specification: Not applicable
AMS Product name Size (cm) Basic UDI-DI
S5x7.5
i 10x 10
Silicone Wound Contact Layer 15x 15 50327491810501L8
10x 20

Page 1 of 2
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EDC-012-001, Rev1

Advanced Medical Solutions Ltd

The following Authorised Representative acts on behalf of the manufacturer:

Name Advanced Medical Solutions B.V.

Address Munnikenheiweg 35
4879 NE Etten-Leur
The Netherlands

Single registration number NL-AR-000000440

The devices listed above have undergone conformity assessment by BSI Group, The Netherlands B.V.
(ID number 2797) in accordance with the requirements of Annex IX.

The follbwing signatory is provided for and on behalf of Advanced Medical Solutions Ltd.

AT 2 Ol Q083
Name Kay"'McGra“t'h Date
Position Regulatory Affairs Manager

Place of issuance Advanced Medical Solutions Ltd.

Doc reference: RTD-012 - SWCL Regulatory Technical Documentation, Rev 2, issue date April 2023.
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Advanced Medical Solutions Limited

Premier Park, 33 Road One,

Winsford Industrial Estate,

Winsford, Cheshire, CW7 3RT, UK

Tel: +44 (0) 1606 863500 Fax: +44 (0) 1606 863600
Web: www.admedsol.com

Advanced Medical Solutions Ltd Registered in England 2666957 VAT No. GB 636 5551 27

8" May 2024

Medicline launch of AMS Dressings in Croatia

In relation to the additional requirements for registration and launch of Medicline products in EU member
state, Croatia, AMS are providing the following information:

The tables provided on the following pages provide details, for each product category, of the EU MDD and
MDR approval status, the complete range of the AMS generic product, the planned Medicline launch dressing
sizes and catalogue numbers, and the AMS branded (ActivHeal) dressing sizes and catalogue numbers.

The EU declarations of conformity referenced in the tables are included as numbered attachments in the PDF
file.

For each product category, the second table shows the Medicline product sizes and catalogue numbers {soon
to be CE marked to MDD or MDR as appropriate) alongside their equivalent CE marked AMS branded ActivHeal
products (CE marked to MDD or MDR or both). Please note; the only difference between the Medicline and
ActivHeal product is the labelling (e.g. brand name, brand logo, languages present).

In some cases (such as Silicone Foam, HPD/41-2AP, Silicone Wound Contact Layer and Alginate), the Medicline
faunch will be of MDR product, whereas the AMS branded Activheal product has not yet been launched under
MDR and is still CE marked under MDD only. In these cases, details of the ActivHeal MDD product are provided
along with the approved ActivHeal MDD declaration of conformity and the draft (unsigned) MDR declaration of
conformity.

Signed on behalf of Advanced Medical Solutions Limited

\

NSRvog

Nathan Wright

Regulatory Affairs Associate
RegsRequests@admedsol.com
+44(0)1606 863500
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