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CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, Mobiasbanca - OTP Group S.A., codul bancii (BIC): MOBBMD?22, confirma c3 compania
TEHNOMEDICA S.R.L. cod fiscal (IDNO) 1002600053256, detine urmatoarele conturi curente la Mobiasbanca - OTP
Group S.A., Sucursala. 26 Negruzzi:

1. MDL - MD65M0Q2224ASV98310887100
——— L8NSV Y6510887100
2. EUR- MD06MO2224ASV98311097100
— O 2oV Y6511097100

fiat | U

ef L .
Numele, Prenumele si Semnattura 2/«
Director sucursalei ,,Gheorghe M6eanu”

Ny i

000 b:“

Executor :Eduard Cilcic
Tel: 022-812-150

Moblasbanca - OTP Group S.A. . Capital Social: 100 000 000 MDL « Numar de fnregistrare de stat = ]0‘;12(:’(]’9_[}'(]951’89
Mbii Stiefan TelONMBrrsi- GG PALMID:2012-Chisin 56 OM6IdbV. Felefon: +373 22256 456's éifhla“ll.‘?i%@h:riﬁ??ba??%md‘_-'m@g?iﬂsjbﬁq@:gﬂd
i 373 22 256 456 « e-mail: info@mobiasbanca.md = www.mobiasbanca mc

bd. Stefan cel Mare si Sfint 81A + MD-2012 Chisin3u, Moldova » telefan: +37



Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fatd de bugetul public national
N | A2115824 din | 20092021

1. Destinatia / Haznauenue

PENTRU PARTICIPARE LA PROCEDURI DE ACHIZITII PUBLICE

2. Date despre contribuabil / Mudopmauns o HanoronnaTeabumke

Denumirea Codul fiscal / Numirul de identificare
HaumenoBanue DucxansHel Kox / MneHTHUKAUHOHHBIH HOMED
|TEHNOMEDICA S.R.L. [ 1002600053256 ]
Adpresa sediului de bazi (strada, numarul) Codul - Denumirea localititii

AJpec 0CHOBHOI0 MECTOPacnoToxeHus (VIIHLA, HoMEp) Kon - HaumeHoBaHHE HACGNEHHOTO TTYHKTA

|Ciuflea nr.38 b1.1 |0130-SEC.CENTRU |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /

[loaTBepKICHHE OTCYTCTBHUS MM HATMYHMA HEIOMMKH COTTIACHO NaHHBIX MH(OPMAaLUHOHHOM aBTOMATH3UPOBAHHOI
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha nary

BBIJIaYH JaHHOH CIIPABKH HEJOMMKA IEPe]] HallMOHATBHBIM ITyOJIHYHEIM GI0KETOM COCTABIIAET:
0,00 lei/nei.

4. Valabil pini la / Jeficteutenen no 05.10.2021

== :
Semnitura/Tlonuce Numele §i prenumele/@ainus 1 unms

FDAMHIHA H HMA

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 20.09.2021 ora 14:02:46
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,00)



Data prezentarii 21.04.2021 14:23:33

SITUATIILE FINANCIARE

pentru perioada 01.01.2020 -31.12.2020

Entitatea: TEHNOMEDICA S.R.L.
Cod CUIIO: 37700778
Cod IDNO: 1002600053256

Sediul:

MD: 2001

Raionul(municipiul): 102, DDF CENTRU

Cod CUATM: 0130, SEC.CENTRU

Strada: SECTORUL CENTRAL STR.Ciuflea nr.38 bl.1

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: +37369153407

WEB:

E-mail: ecaterin.popescu@gmail.com

Numele si coordonatele al contabilului-sef: DI (dna) Popescu Ecaterina Tel. 022601102
Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Roibu Tatiana

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor

Sold la

inceputul perioadei de
gestiune

4

407

407

1404169

1404576

2364772

1147126

28036
1128114

al Republicii Moldova

Unitatea de masura: leu

Anexa 1

Sfirsitul perioadei de
gestiune

5

319

319

2861138

2861457

2174915

1038156

34609

1042950



3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 61496 59200
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2364772 2174915
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
151
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de participare 153
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte active imobilizate 220
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 31417 4996
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 1242672 1326025
5. Avansuri acordate pentru stocuri 280
-(rrzi.:zaéltg?i:gm + rd.260 + rd.270 + rd.280) 290 1274089 1331021
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 1090879 1022910
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 48364 6546
4. Creantele ale personalului 330
5. Alte creante curente 340 838
6. Cheltuieli anticipate curente 350 5421 13569
7. Alte active circulante 360 63104 31297
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380 150000 700000
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400 150000 700000
IV. Numerar si documente banesti 410 8666885 6916759
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 11299580 10022102
-(rrg?;la ?C;;IXZEO) 430 15068928 15058474
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 14214199 12018454
3. Profit net (pierdere neta) al perioadei de gestiune 570 2687032
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 14214199 14705486
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 14219599 14710885
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650
4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720




din care:
721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 275321 149510
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 249170
6. Datorii fata de personal 760 977
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 324838 197101
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 849329 347588
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 15068928 15058474
SITUATIA DE PROFIT S| PIERDERE
de 12 01.01.2020 pind la31.12.2020
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 21436657 16620028
din care:
011 17775775 13778008
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 3660882 2842020
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016
Costul vinzarilor, total 020 15063379 12527753
din care:
021 15063379 11595535
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022 932218
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 6373278 4092275
Alte venituri din activitatea operationala 040 41518 986
Cheltuieli de distribuire 050 8704
Cheltuieli administrative 060 2164450 1569273
Alte cheltuieli din activitatea operationala 070 17430




Venituri financiare, total 090 741192 1257613
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 741192 1257613
Cheltuieli financiare, total 100 680243 666851
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 680243 666851
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 60949 590762
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 60949 590762
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 4302591 3097320
Cheltuieli privind impozitul pe venit 170 569409 410288
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 3733182 2687032
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de 1a 01.01.2020 pina la 31.12.2020
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010 5400 5400
2. Capital nevarsat 020 g ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 g ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050) 060 3400 5400
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




;hﬁ;‘;fgr;‘f;‘;i;izat (pierdere neacoperita) al 130 14214199 2195745 12018454
W géztri?lf:]tenet (pierdere netd) al perioadei de 140 X 2687032 2687032

4. Profit utilizat al perioadei de gestiune 150 X ; ; ;

?’rﬁ;g:°gt.1(§ge:d:;‘f‘)‘o + 1. 150) 160 14214199 2687032 2195745 14705486
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190 14219599 2687032 2195745 14710886

rd.180)

SITUATIA FLUXURILOR DE NUMERAR
de la 01.01.2020 pind la 31.12.2020
Anexa 4
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4

Fluxuri de numerar din activitatea operationala

Incaséri din vinzari 010 24785768 17211991

Plati pentru stocuri si servicii procurate 020 14966422 13370873

rTI]éetaiiiill:ge angajati si organe de asigurare sociala si 030 506384 554000

Dobinzi platite 040

Plata impozitului pe venit 050 408570 414542

Alte incasari 060 1459997 2220519

Alte plati 070 4278234 5025576

Fluxuri de numerar din activitatea de investitii

Incasari din vinzarea activelor imobilizate 090

Plati aferente intrarilor de active imobilizate 100

Dobinzi incasate 110

Dividende incasate 120

inclusiv: dividende incasate din strainadtate 121

Alte incasari (plati) 130

Fluxul net de numerar din activitatea de investitii

(rd.090 - rd.100 + rd.110 + rd.120 # rd.130) ' 140

Fluxuri de numerar din activitatea financiara

incasari sub forma de credite si imprumuturi 150 992852 630000

Plati aferente rambursarii creditelor si imprumuturilor 160 330000 830000

Dividende platite 170 1968000 2019064

inclusiv: dividende platite nerezidentilor 171

Incasari din operatiuni de capital 180

Alte incasari (plati) 190

vt

Diferente de curs valutar favorabile (nefavorabile) 220 -80398 401419

Sold de numerar la inceputul perioadei de gestiune 230 4056276 8666885

?;I:jgion;r:l:;;z |: :;?gg;;l perioadei de gestiune 240 8666885 6916759

Documente atasate - Nota explicativa (fisierul pdf)



11.05.2021 Afigeaza recipisa | Declaratia electronica

Versiune de imprimare
Salvare

Recipisa
Respondent

Codul fiscal: 1002600053256, denumire: TEHNOMEDICA S.R.L.
A prezentat raportul: RSF] 21

Pentru perioada fiscala: A/2020

Data prezentarii: 21.04.2021 =
Marca temporald a raportului inregistrat in Sistemul de Raportare Electronica si expediat pentru

procesare In Sistemul Informational al BNS : 21.04.2021 14:23:33



11.05.2021 View BNS receipt | Declaratia electronica

Versiune de imprimare

Salvare
Recipisa 2
Respondent

Codul fiscal: 1002600053256, denumire: TEANOMEDICA SR.L.

- A prezentat raportul: RSF1 2]
Pentru perioada fiscala: A/2020

Data prezentarii: 21.04.2021
Marca temporali a raportului inregistrat in Sistemul Informational al BNS : 21.04.2021 18:24:30

Biroul National de Statisticd (BNS) a receptionat varianta electronicj a raportului, expediat de
DVs. Urmeaza verificarea si validarea raportului de citre specialistul BNS pe domeniu.



TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru
al Licitatiei deschise nr. ocds-b3wdp1-MD-1629357933484,
ID: 21043459

Declaratie privind disponibilitatea prezentarii mostrelor

Prin prezenta, declaram cd vom prezenta mostre la solicitarea autoritatii contractante
pentru produsele oferite In cadrul licitatiei prenotate privind achizitionarea dispozitivelor
medicale (pansamente) conform Programului National pentru combaterea maladiilor rare
- ”Epidermoliza buloasa”, pentru anul 2022.

Totodatd, mentiondm ca pansamentele oferite sunt bine cunoscute si utilizate in
tratamentul pacientilor care suferd de epidermoliza buloasd si au demonstrat eficienta in
minimalizarea complicatiilor specifice patologiei. Studii clinice si informatii extrase din
ghidurile internationale privind tratamentul simptomatic cu utilizarea pansamentelor atraumatice
sunt anexate la ofertd. La solicitare, pot fi furnizate mai multe studii clinice relevante, ce nu pot

fi plasate pe platforma electronica a achizitiilor, dat fiind volumul considerabil al fisierelor.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru
al Licitatiei deschise nr. ocds-b3wdp1-MD-1629357933484,
ID: 21043459

Declaratie privind termenul de valabilitate

Prin prezenta, declaram ca termenul de valabilitate a produselor oferite in cadrul licitatiei
prenotate privind achizitionarea dispozitivelor medicale (pansamente) conform Programului
National pentru combaterea maladiilor rare - ”Epidermoliza buloasa”, pentru anul 2022 va
constitui cel putin 80% din termenul total de valabilitate a acestora la momentul livrarii, dar nu

mai mic de 12 luni.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanaitate

In atentia Grupului de lucru
al Licitatiei deschise nr. ocds-b3wdp1-MD-1629357933484,
ID: 21043459

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declardm ca, produsele oferite in cadrul licitatiei deschise prenotate sunt
inregistrate in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si
Dispozitivelor Medicale, precum urmeaza:

@

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

AGENTIA MEDICAMENTULUI
$1DISPOZITIVELOR MEDICALE

Tip Denumire
&iﬁi;r"emm'un"e ol Imnig;f;‘ug}igﬁm Denumire (v) Den.comerc. (v Model (v Nr.catalog @ Tara Producatorul (v, Reprezentant (v Ordin V) Data V) Codvamal (v
IL3. Instructunile de ! @ loaso2 |7 ® @ @
3 s e o7 | 3
1.3. Certificatul CE Certificat CE gj"sslf_l""c%"uT .
IL2. Eticheta (etichets ) MEPILEX®TRAN MOLNLYCKE 2
dispoaitivalul ,(fe:jc,c;es)‘ . Eticheta secundara_20 x 50 DM000021619 WITH 20X50CM | 294502 HEALTH CARE | [EHNOMEDICA | AOZ0% | 28-04-2017
it an SAFETAC®TECH AB cRL Rauiss
ambalajului
112, Eticheta (etichete)
dispozitivului medical si al Eticheta primara_20 x 50 cm
ambalajului
i i ¥ Conepur([Nr. catalog], ‘294502’ Oumctut
I Encicta (el i) Eticheta secundara_15 x 20 4 il o :
dispozitivului medical si al
it an
ambalajului
1L2. Eticheta (etichete) ‘
dispozitivului medical sl al  Eticheta primara_15 x 20 cm
ambalajului
1L2. Eticheta (etichete)
dispozitivului medical si al | Sticker
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Dovada inregistrarii dispozitivelor medicale se regadseste pe pagina web a Agentiei
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Cu respect,

Director Tatiana Roibu
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bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01965
Issued To: MolInlycke Health Care AB
Box 13080

Gamlestadsvagen 3C
SE-402 52 Goteborg
Sweden

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/&.—-;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 01965

,W«Mu
By Royal Charter

Certificate Scope:

The design and manufacture of sterile medicated and non-medicated open wound products:

e Adhesive bandage and dressing

e Exudate-absorbent dressing, hydrophilic-gel (alginate and gel fibre
e Exudate-absorbent dressing, non-gel (absorbent,superabsorbent,foam)
e Semi-permeable film dressing, wound-nonadherent

e Semi-permeable film dressing

e Sterile wound irrigation solutions

e Wound-nonadherent dressing, absorbent

e Wound-nonadherent dressing, permeable

e Wound dressing with silver salt

e Wound dressing with sodium salt

e Wound dressing with porcine collagen

The design and manufacture of non-sterile emollient creams, self-warming blankets and
negative pressure wound therapy (NPWT) system, pumps and accessories.

The design and manufacture of sterile suction irrigation sets, veress needles, trocars,
laparoscopic instruments, endo retrieval pouches, XRD swabs and sponges.

The manufacture of sterile surgical gloves.

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

Sl

By Royal Charter

This is to certify that: Mdlnlycke Health Care AB
Box 13080
Gamlestadsvagen 3C
SE-402 52 Goteborg
Sweden

Holds Certificate Number: MD 83345

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, development, manufacture, marketing, sales and distribution of sterile wound and
scar dressings, porcine collagen wound dressings, open wound products, cavity dressings,
polyurethane foam with and without additives for incorporation into medical devices, swabs,
sponges, sterile alcohol wipes, skin care products, non-sterile textile bandages and support,
sterile wound irrigation solutions, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in the patient environment, sterile and
non-sterile medical gloves and sterile surgical gloves.

The design, development, manufacture, marketing, sales and distribution of single patient use
Negative Pressure wound therapy pumps and accessories. Distribution of laparoscopic
instruments.

S M 0'/4‘.-;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2004-07-21 Effective Date: 2018-11-28
Latest Revision Date: 2018-11-26 Expiry Date: 2021-11-27
m Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83345&ReIssueDate=26%2f11%2f2018&Template=uk

Certificate No: MD 83345

Location

Registered Activities

MoélInlycke Health Care AB
Box 13080
Gamlestadsvagen 3C
SE-402 52 Géteborg
Sweden

The design, development, manufacture, marketing, sales and
distribution of sterile wound and scar dressings, porcine
collagen wound dressings, open wound products, cavity
dressings, polyurethane foam with and without additives for
incorporation into medical devices, swabs, sponges, sterile
alcohol wipes, skin care products, non-sterile textile
bandages and support, sterile wound irrigation solutions,
operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and medical staff clothing for use in
the patient environment, sterile and non-sterile medical
gloves and sterile surgical gloves.

The design, development, manufacture, marketing, sales and
distribution of single patient use Negative Pressure wound
therapy pumps and accessories. Distribution of laparoscopic
instruments.

Molnlycke Health Care Pty Ltd
Level 4

12 Narabang Way

Belrose

New South Wales

2085

Australia

Original Registration Date: 2004-07-21
Latest Revision Date: 2018-11-26

The provision of sales, marketing, and distribution of sterile
wound and scar dressings, open wound products, cavity
dressings, swabs, sponges, sterile alcohol wipes, skin care
products, non-sterile textile bandages and supports, sterile
irrigation solutions, operation sets, surgical and equipment
drapes, procedure packs, surgical gowns and other medical
staff clothing for use in the patient environment, sterile and
non-sterile medical gloves and sterile surgical gloves and
laparoscopic instruments.

Effective Date: 2018-11-28
Expiry Date: 2021-11-27

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83345&ReIssueDate=26%2f11%2f2018&Template=uk

© MolInlycke Health Care AB. This document is the property of MéInlycke

Health Care and must not be reproduced, disclosed to any third party or

used in any unauthorised manner without written consent.

Declaration of Conformity EU Document ID: PD-398454 RQV: 00
Created by: Roland Sobenius

!OO /! Approved by: Anders Edner

Approval date: ~ 2010-08-18

Title: Mepilex Transfer Page 1(2)

We, Mdlinlycke Health Care AB, Gamlestadsvagen 3C, SE-402 52 Go6teborg, Box 13080,
SE-402 52 Goéteborg, Sweden being the manufacturer of the following, declare that the
devices listed in the attached schedule are in conformity with the provisions of the
Council Directive 93/42/EEC of 14 June 1993, as amended by 2007/47/EEC, concerning
medical devices, the Medical Devices Act SFS 1993:584 and the Swedish Medical
Product Agency regulations and guidelines: Medical Devices, LVFS 2003:11, as
amended by LVFS 2009:18.

Trade name/

Product name: Mepilex Transfer

Product classification: lIb
Sterility: EtO
Measuring function: No

This declaration is supported by a conformity assessment procedure in accordance with

Annex/es: 1
Certificate number: CE 01965
Issued by: BSI 0086

For non sterile, non-measuring Class | products, no certificate is issued by a Notified
Body.

MdlInlycke Health Care issues this declaration in recognition of all applicable harmonised
standards.

Signed for and on behalf of MéInlycke Health Care

Date: 2010-08-18 Function: RA Director Operations

Name: Anders Edner Signature: S%E\

Document template: Declaration of Conformity EU Rev: 03 Generated Date: 2010-08-18



Declaration of Conformity EU Document ID: PD-398454 Rev: 00

28

Title: Mepilex Transfer Page 2(2)
Product(s) covered by this declaration:

Product Reference: | Product Descriptor:

294502 Soft silicone exudate transfer dressing

294600 Soft silicone exudate transfer dressing

294621 Soft silicone exudate transfer dressing

294700 Soft silicone exudate transfer dressing

294720 Soft silicone exudate transfer dressing

294800 Soft silicone exudate transfer dressing

294920 Soft silicone exudate transfer dressing

Document template: Declaration of Conformity EU Rev: 03 Generated Date: 2010-08-18



Declaration of Conformity EU DocumentID:  PD-399617 Rev: 01
Created by: Annica Corbé

!OO /! Approved by: Anders Edner

Approval date:  2011-01-04

Title: Mepilex Lite Products / Mepilex EM Products Page 1(2)

We, Mdlinlycke Health Care AB, Gamlestadsvagen 3C, Box 13080, SE-402 52 Go6teborg,
Sweden being the manufacturer of the following, declare that the devices listed in the
attached schedule are in conformity with the provisions of the Council Directive
93/42/EEC of 14 June 1993, as amended by 2007/47/EEC, concerning medical devices,
the Medical Devices Act SFS 1993:584 and the Swedish Medical Product Agency
regulations and guidelines: Medical Devices, LVFS 2003:11, as amended by LVFS
2009:18.

Trade name/

Product name: Mepilex Lite Products / Mepilex EM Products

Product classification: lIb
Sterility: EtO
Measuring function: No

This declaration is supported by a conformity assessment procedure in accordance with

Annex/es: 1
Certificate number: CE 01965
Issued by: BSI 0086

For non sterile, non-measuring Class | products, no certificate is issued by a Notified
Body.

Health Care and must not be reproduced, disclosed to any third party or

© MolInlycke Health Care AB. This document is the property of MéInlycke
used in any unauthorised manner without written consent.

MdlInlycke Health Care issues this declaration in recognition of all applicable harmonised
standards.

Signed for and on behalf of MéInlycke Health Care

Date: 2011-01-04 Function: RA Director Operations

Name: Anders Edner Signature: S%E\

Document template: Declaration of Conformity EU Rev: 04 Generated Date: 2011-01-04



Declaration of Conformity EU DocumentID: PD-399617 Rev: 01

28

Title: Mepilex Lite Products / Mepilex EM Products Page 2(2)
Product(s) covered by this declaration:
Product Reference: | Product Descriptor:

284000 Absorbent soft silicone dressing
284021 Absorbent soft silicone dressing
284022 Absorbent soft silicone dressing
284040 Absorbent soft silicone dressing
284100 Absorbent soft silicone dressing
284121 Absorbent soft silicone dressing
284122 Absorbent soft silicone dressing
284140 Absorbent soft silicone dressing
284300 Absorbent soft silicone dressing
284321 Absorbent soft silicone dressing
284322 Absorbent soft silicone dressing
284340 Absorbent soft silicone dressing
284500 Absorbent soft silicone dressing

Document template: Declaration of Conformity EU Rev: 04 Generated Date: 2011-01-04



Certificate
of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2000

This is to certify that:

MolInlycke Health Care AB
Gamlestadvagen 3 C
S-402 52

Goteborg

Sweden

Holds Certificate No: FM 39247

and operates a Quality Management System which complies with the requirements of ISO 9001:2000 for the following
Scope:

The design, development and manufacture of sterile wound and scar dressings, open wound
products, wound management gels, cavity dressings, swabs, sponges, sterile alcohol wipes,
skin care products, non sterile textile bandages and supports, sterile wound irrigation
solutions, abdominal towels, operation sets, surgical and equipment drapes, procedure
packs, surgical gowns and other medical staff clothing for use in the patient environment,
sterile and non sterile medical gloves and sterile surgical gloves.

The design, development and manufacture of pharmaceuticals and other healthcare products.

For and on behalf of BSI:

Managing Director, BSI Management Systems (CEMEA)

Originally registered: 31/03/1998 Latest Issue: 10/01/2007

BSI o

6 V Page: 1 of 3
UKAS

QUALITY
MANAGEMENT

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. D a .
This certificate does not expire. An electronic certificate can be authenticated

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033. Manag ement

The British Standards Institution is incorporated by Royal Charter. Systems
Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en

Certificate No: FM 39247

Location

Registered Activities

Mdélnlycke Health Care AB
Gamlestadsvagen 3 C
S-402 52 Goéteborg
Sweden

The design, development and manufacture of sterile
wound and scar dressings, open wound products,
wound management gels, cavity dressings, swabs,
sponges, sterile alcohol wipes, skin care products, non
sterile textile bandages and supports, sterile wound
irrigation solutions, abdominal towels, operation sets,
surgical and equipment drapes, procedure packs,
surgical gowns and other medical staff clothing for use
in the patient environment, sterile and non sterile
medical gloves and sterile surgical gloves.

The design, development and manufacture of
pharmaceuticals and other healthcare products.

Mélnlycke Health Care Oy
PO Box 76

Saimaankatu 6

Mikkeli

FIN 50101

Finland

Manufacture of swabs, sponges, towels, wound
dressings, open wound products, scar dressings and
procedure packs.

Molnlycke Health Care AB
MoInlycke Health Care (Thailand) Lt
160 Bangplee Industrial Estate
Bangna-Trad Rd

Samutprakarn

Bansaothong

10540

Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Mélnlycke Health Care AB
T/A MdlInlycke Health Care SA
Parc Industrial

B-4300 Waremme

Belgium

Manufacture of sterile drapes, operating sets and
procedure packs.

Mélnlycke Health Care Klinipro s.r.
Na Novem Poli 382

Prumyslova zona Karvina

Karvina - State Mesto

73301

Czech Republic

Originally registered: 31/03/1998

Manufacture of surgical drapes and procedure packs.

Latest Issue: 10/01/2007

Page: 2 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
This certificate does not expire. An electronic certificate can be authenticated
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033.

The British Standards Institution is incorporated by Royal Charter.

Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en

Certificate No: FM 39247

Location

Registered Activities

Mdélnlycke Health Care AB

Molnlycke Health Care (Thailand) Lt

Amata Nakorn (Bang Pakong)
Industrial Estate

700/461 Moo Bangha-Trad Rd. KM.57
Tambol Donhuaroh, Amphur Muang

Chonburi 20000
Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Molnlycke Health Care AB
Tubiton House

Medlock Street

Oldham

OL1 3HS

United Kingdom

The design, development and manufacture of sterile
wound dressings, non sterile textile bandages and
supports, procedure packs, sterile irrigation solutions,
sterile alcohol wipes, skin care products,
pharmaceuticals and other healthcare products.

Molnlycke Health Care AB
Lot 9, Lorong Perusahaan 4
Kulim Industrial Estate

PO Box 52, 09000 Kulim
Kedah Darulaman

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Mélnlycke Health Care AB

Plot 204 Kawasan Perindustrian
Kula Ketil

Phas Il

09300 Kula Ketil

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Mélnlycke Health Care AB
Lot B5 & B6

Kawasan Perindustrian Miel
Batang Kali Phase |l

44300 Batang Kali
Malaysia

Originally registered: 31/03/1998

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Latest Issue: 10/01/2007

Page: 3 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
This certificate does not expire. An electronic certificate can be authenticated
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +44 (0)20 8996 7033.

The British Standards Institution is incorporated by Royal Charter.

Management Systems (CEMEA) Headquarters: 389 Chiswick High Road, London, W4 4AL, United Kingdom


https://services.bsi-global.com/ecert/default.asp?certnumber=FM+39247&crdate=10%2F01%2F2007&certtemplate=cemea_en
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Product data sheet 27 January 2020

284322 Mepilex EM

Absorbent soft silicone dressing

Product details

Size : 17.5cm x 17.5¢cm
Descriptive feature : Foam, Non-border, Soft silicone, Thin
Sterile : Sterile
Images
-, /

Delivered items

284322-01

Sales released in: Bosnia and Herzegovina, Bulgaria, Croatia, France, Greece, Hungary, Israel, Macedonia (the
former Yugoslav Republic of), Martinique, Moldova (the Republic of), Pakistan, Poland, Portugal, Romania, Serbia,
Slovakia, Slovenia, Spain, Turkey

Country of origin: Finland

Shelf life: 3 years

Sterilization method: EtO

Packing information: First packaging layer is a peel open sterile barrier, paper/plastic. Once opened the sterile
barrier cannot be closed again. Second layer is a cardboard dispenser box. Third layer is a corrugated board transport
box.

Is suitable for Tray: No

Packing level Quantity GS1 code WxLxH (mm) Vol Weight gross/net
(dm3)  (kg)

Consumer pack 1 7332430666642

Dispenser box 5 7323190126606 26x220x236

Transport box 35 7323190126590 234x263x215 13.2 1.3/0.5

Find out more at www.molnlycke.com o‘...

Mélnlycke Health Care AB, Box 13080, Gamlestadsvagen 3 C, SE-402 52 Géteborg, Sweden. Phone +46 31 722 30 00. . n &
The Mdélnlycke trademarks, names and logotypes are registered globally to one or more of the Mélnlycke Health Care Group of Companies. M 0 l n l c ke
©2020 Mélnlycke Health Care AB. All rights reserved.
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Product data sheet 27 January 2020
]

Packing level Quantity GS1 code WxLxH (mm) Vol Weight gross/net
(dm3)  (kg)

Pallet 4200 7323190126583 800x1200x1884

Material

Animal tissues : No

Natural rubber latex : No

Medicinal substances : No

Product Composition Non-bordered Foam Products

Product Component Composition

Backing material Polyurethane film
Wound pad Polyurethane foam
Wound contact layer Silicone

Protective release liner Polyethylene film

Product Performance Non-bordered Foam Products

Characteristics Test Internal Requirement Product

Method Test Performance
Method

Free Swell Absorptive Capacity EN T-1069 g/100 Not specified N/A
13726-1 cm?
part 3:2

Free Swell Absorptive Capacity EN T-1069 a/g Not specified N/A
13726-1
part 3:2

Fluid Handling Capacity EN T-1068 g/10 Not specified 7.3
13726-1 cm?/24 h
part 3:3

Absorbency EN T-1068 g/10 Not specified 1.82
13726-1 cm?/24 h
part 3:3

Moisture Vapour Transmission Rate (MVTR) EN T-1068 g/10 Not specified 55
13726-1 cm?/24 h
part 3:3

Moisture Vapour Transmission Rate (MVTR) EN T-1070 g/m?24  Not specified 2282

of a wound dressing when in contact with 13726-2 h

water vapour part 3:2

Find out more at www.molnlycke.com Cy ) .

Mélnlycke Health Care AB, Box 13080, Gamlestadsvagen 3 C, SE-402 52 Géteborg, Sweden. Phone +46 31 722 30 00. . n &
The Mdélnlycke trademarks, names and logotypes are registered globally to one or more of the Mélnlycke Health Care Group of Companies. M 0 l n l c ke
©2020 Mélnlycke Health Care AB. All rights reserved.
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Product data sheet 27 January 2020

Characteristics Test Internal Unit Requirement Product

Method Test Performance
Method

Moisture Vapour Transmission Rate (MVTR) EN T-1075 g/m?/24  Not specified 4617

of a wound dressing when in contact with 13726-2 h

liquid part 3:3

Waterproofness EN T-1083 Pass/Fail >500 mm H20 N/A
13726-3 for 300 s

Conformability-Extensibility, MD EN T-1086 N/cm Not specified 0.6
13726-4

Conformability-Extensibility, CD EN T-1086 N/cm Not specified 0.5
13726-4

Conformability-Permanent Set, MD EN T-1086 % Not specified 0.3
13726-4

Conformability-Permanent Set, CD EN T-1086 % Not specified 2.7
13726-4

Resistance to microbial penetration - Wet ISO T-1005 BI 6 N/A
22610

Viral penetration ASTM F N/A Pass/Fail 29 outof 32 N/A
1671 samples

Technical
Dimension

Dimension text Dimension value

Product 17.5cm x17.5cm

Product 6.9inx6.9in

Find out more at www.molnlycke.com X

Mélnlycke Health Care AB, Box 13080, Gamlestadsvagen 3 C, SE-402 52 Géteborg, Sweden. Phone +46 31 722 30 00.

L]
The Mdélnlycke trademarks, names and logotypes are registered globally to one or more of the Mélnlycke Health Care Group of Companies. M 0 l n l c kelﬂ'I
©2020 Mélnlycke Health Care AB. All rights reserved.
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Product data sheet 27 January 2020
]

Classifications

Regulation type(s) MDD Class llb Locally Unregulated
Regulated

MDD Classification Rule : 4

CE Certificate Number : CE 01965

Notified body medical devices/PPE : BSI (2797)

Intended use MDD : Mepilex Lite is designed for the management
of a wide range of non to low exuding
wounds, such as leg and foot ulcers, pressure
ulcers, partial thickness burns, radiation skin
reactions and Epidermolysis Bullosa. Mepilex
Lite can also be used as protection of
compromised and/or fragile skin.

Salesreleased in : Bulgaria, Croatia, France, Greece, Hungary, Bosnia and Macedonia
Martinique, Poland, Portugal, Romania, Herzegovina, (the former
Slovakia, Slovenia, Spain Israel, Yugoslav
Moldova (the  Republic of)
Republic of),
Pakistan,
Serbia,
Turkey

Applied standards : The standards presented below is a selection of the most essential
standards that are adhered to.

EN 1041, EN ISO 9001, EN ISO 13485, EN ISO 10993-1, EN ISO 10993-5, EN ISO 10993-7, EN ISO 11607-1, EN ISO
11607-2, EN ISO 15223-1, EN ISO 10993-11, EN ISO 10993-10, EN ISO 10993-18, ISO 14001

Removable label

No

GMDN Code (Global Medical Device Nomenclature)
46854 Wound - nonadherent dressing, absorbent, sterile
UNSPSC

42311510 Foam dressings

Commodity Code

3005100000 Wadding, Gauze, Dressings, drapes singlepacked - adhesive articles, Sets mainly consisting thereof

Find out more at www.molnlycke.com t'l..

Mélnlycke Health Care AB, Box 13080, Gamlestadsvagen 3 C, SE-402 52 Géteborg, Sweden. Phone +46 31 722 30 00.

L]
The Mdélnlycke trademarks, names and logotypes are registered globally to one or more of the Mélnlycke Health Care Group of Companies. M 0 l n l c keIa
©2020 Mélnlycke Health Care AB. All rights reserved.
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Product data sheet 28 January 2020

294502 Mepilex Transfer

Soft silicone exudate transfer dressing

Product details

Size : 20cm x 50cm

Descriptive feature : Exudate transfer, Foam, Non-border, Soft silicone
Sterile : Sterile

Images

Delivered items

294502-03

Sales released in: Algeria, Australia, Austria, Bahrain, Belarus, Belgium, Bosnia and Herzegovina, Bulgaria,
Canada, China, Croatia, Czechia, Denmark, Estonia, Faroe Islands, Finland, France, Germany, Greece, Hong Kong,
Hungary, Iceland, Iran (Islamic Republic of), Ireland, Israel, ltaly, Japan, Kazakhstan, Kuwait, Latvia, Lithuania,
Luxembourg, Macedonia (the former Yugoslav Republic of), Malaysia, Moldova (the Republic of), Netherlands, New
Zealand, Norway, Poland, Portugal, Romania, Russian Federation, Saudi Arabia, Serbia, Singapore, Slovakia,
Slovenia, South Africa, Spain, Sweden, Switzerland, Taiwan (Province of China), Thailand, Turkey, Ukraine, United
Arab Emirates, United Kingdom of Great Britain and Northern Ireland

Country of origin: Finland

Shelf life: 3 years

Sterilization method: EtO

Packing information: First packaging layer is a peel-open sterile barrier, plastic/plastic. Once opened the sterile
barrier cannot be closed again. Second layer is a cardboard dispenser box. Third layer is a corrugated board transport
box.

Is suitable for Tray: No

Packing level Quantity WxLxH Vol Weight gross/net
(mm) (dm3) (kg)
Consumer pack 1 7332430003775
Find out more at www.molnlycke.com o‘...
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Packing level Quantity GS1 code WxLxH Vol Weight gross/net
(mm) (dm3) (kg)

Dispenser box 4 7323190024032

Transport box 24 7323190024025

Pallet 2016 7323190024018

Material

Natural rubber latex : No

Product Composition Wound Contact Layers

Product Component Composition
Transferring layer Polyurethane foam
Wound contact layer Silicone

Protective release liner Polyethylene film

Product Performance Wound Contact Layer Products

Characteristics Test Method Internal Test Unit Requirement Product
Method Performance

Free Swell Absorptive EN 13726-1 part T-1069 g/100 Not specified N/A

Capacity 3:2 cm?

Free Swell Absorptive EN 13726-1 part T-1069 a/g Not specified N/A

Capacity 3:2

Conformability-Extensibility, EN 13726-4 T-1086 N/cm Not specified N/A

MD

Conformability-Extensibility, EN 13726-4 T-1086 N/cm Not specified N/A

CD

Conformability-Permanent EN 13726-4 T-1086 % Not specified N/A

Set, MD

Conformability-Permanent EN 13726-4 T-1086 % Not specified N/A

Set, CD

Technical

Dimension

Dimension text Dimension value

Product 20 cm x50 cm

Find out more at www.molnlycke.com X
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Dimension text

Dimension value

28 January 2020

Product 8inx20in

Classifications

Regulation type(s) MDD Class lIb

CE Certificate Number : CE 01965

Locally Regulated

Unregulated

Notified body medical devices/PPE : BSI (2797)

Intended use MDD : Mepilex Transfer is designed
for a wide range of exuding
and difficult-to-dress wounds.
Mepilex Transfer can also be
used as a protective layer on
non-exuding wounds and/or
large areas of fragile skin.
Mepilex Transfer can be used

under compression.

Salesreleased in : Austria, Belgium, Bulgaria,
Croatia, Czechia, Denmark,
Estonia, Faroe Islands,
Finland, France, Germany,

Greece, Hungary, Iceland,

Ireland, ltaly, Latvia, Lithuania,

Luxembourg, Netherlands,
Norway, Poland, Portugal,
Romania, Slovakia, Slovenia,
Spain, Sweden, Switzerland,
United Kingdom of Great
Britain and Northern Ireland

Algeria, Australia, Bahrain,
Canada, China, Israel,

Japan, Kazakhstan, Kuwait,

Macedonia (the former
Yugoslav Republic of),
Malaysia, Moldova (the
Republic of), New Zealand,
Russian Federation, Saudi
Arabia, Serbia, Singapore,

Taiwan (Province of China),

Thailand, Turkey, Ukraine,
United Arab Emirates

Belarus,
Bosnia and
Herzegovina,
Hong Kong,
Iran (Islamic
Republic of),
South Africa

Applied standards : The standards presented below is a selection of the most essential

standards that are adhered to.

EN 1041, EN ISO 9001, EN ISO 13485, EN ISO 10993-1, EN ISO 10993-5, EN ISO 10993-7, EN ISO 11607-1, EN ISO
11607-2, EN ISO 15223-1, EN ISO 10993-11, EN ISO 10993-10, EN ISO 10993-18, ISO 14001

Removable label
No
GMDN Code (Global Medical Device Nomenclature)

46855 Wound - nonadherent dressing, permeable

Find out more at www.molnlycke.com
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REPORT OF EXPERIENCES:

Atraumatic Dressings in Fragile Skin Conditions: Use of the
Soft Silicone Dressing (Mepilex®) in Hereditary and Acquired
Bullous Skin Diseases.

Hauke Schumann M.D.

Gabriele Beljan M.D.

Doris Hoping

Prof. Leena Bruckner-Tuderman M.D.
Department of Dermatology,

University Hospital Muenster, Germany




Soft silicone dressing

Here we present our experience with the absorbent soft silicone
dressing (Mepilex) in wound management of patients with
hereditary and acquired fragile skin conditions. Twenty-two
patients seen as out- or inpatients were evaluated. Thirteen
patients suffered from recurrent blistering caused by hereditary
epidermolysis bullosa (EB), nine from acquired bullous diseases
including bullous pemphigoids, pemphigus vulgaris, EB acquisi-
ta, subcorneal pustulosis, toxic contact dermatitis and blistering
as a result of radiation therapy. The age of the patients spanned
from 1 to 91 years.

Wound healing

To assess its capacity to influence wound healing and to protect
lesional skin from further blistering Mepilex was applied to pres-
sure areas like elbows, knees and feet and to other areas with
chronic or acute wounds.

The patients/parents gave informed consent to apply Mepilex as
a wound care product. Patients, parents of young children and
nurses were instructed how to use the soft silicone dressing.
The wounds were cleaned with skin desinfectants e.g. 0,1%
Lavasept (Polyhexanid) or Octenisept (Octinidinhydrochlorid
0,1% - Phenoxyethanol 2%) and Mepilex was directly applied
onto the wounds. It was recommended to change dressings daily
in order to check for blistering, signs of infection and to exclude
adverse events. However, some patients left the dressing for up
to five days.

In most cases Mepilex had to be fixated with conventional band-
ages. The size of the assessed lesions was measured before
the first application of Mepilex. Secretion, epithelialization,
inflammation were documented, viable and non viable tissue
was estimated before the first application, at each clinical visit
and at the end of the treatment. At each visit photos were taken.




Results

We observed good wound healing of acute and chronic wounds,
with fast epithelialization in most cases. Mepilex showed good
capacity to absorb wound secretion. The soft silicone adhesive
layer did not tear the EB skin and only in one case of an acute
eruptive pemphigus vulgaris did the Mepilex dressing remove
the epidermis when it was changed. No allergic reactions were
observed.

After complete reepithelialization Mepilex can protect pressure
points like knees, elbows, shoulders from mechanically induced
painful lesions, especially in children with EB. However new blis-
ters can occur under the dressing and these needs to be treat-
ed. Most patients with hereditary EB continuously develop blis-
ters. Eleven out of 13 EB patients added Mepilex to their stan-
dard wound dressing products. Especially EB patients with
restricted ability to change dressings by themselves used
Mepilex as an “easy to handle” product which could be changed
without assistance.

However, patients need to be instructed that careful inspection
of the wound to exclude e.g. wound infection is as important as
sterile drainage of blisters that occur under the Mepilex dress-
ing. As with every other dressing, unfrequent dressing changes
can result in adverse events.

Positive remarks

« Good wound healing and epithelialization

* Excellent protection and padding

» Good absorption

» Atraumatic to wound bed

* No or little pain during dressing changes

* No allergic reactions

* Easy to handle

* Independent wound care

« Removal of crusts when combined e.g. with creams or gels




Problematic aspects

* Softening of wound edges

* Initial spreading of wound borders

« Can be too adhesive in acute eruptive phase of pemphigus

« “Easy to handle” might lead to unreflected long term application

* Ulceration, superinfection and hypergranulation under unreflected
long term application

* In incontinent patients the dressing might absorb urine

Frequent EB patients” comments

» Good healing

» Good protection
» Good absorption
 Easy to handle

Conclusion

The application of soft silicone dressings like Mepilex in acute and
chronic wounds in fragile skin conditions shows good wound heal-
ing, epithelialization, protection and it can be used as an “easy to
handle” dressing. Strong secretion from wounds in bullous diseases
can result in initial softening at the wound edges under Mepilex
before reepithelialization starts. Since Mepilex is much easier to
handle than many other wound dressings some patiets tended to
unreflected long term use which can cause adverse effects.
Dressing changes every 4" or 5 day can result in exulceration and
widening of wounds. Therefore especially when wounds are
infected, daily dressing changes and careful cleaning before appli-
cation are required.

In acute phases of superficial blistering or in newborns with
extremely fragile skin the adhesive effect might be too strong and
the product should be handled with care.




Figure legends

Patient 1:

An acute erosion after mechanically induced blistering under the right foot of a patient
with EB acquisita (A) showed complete epithelialization within 4 weeks (B). To protect
from shearing forces Mepilex was used as a “dressing shoe” after the initial lesion healed
(C). Mepilex was fixed with a cohesive conforming bandage.

Patient 1A Patient 1B Patient 1C

Patient 2:

Blistering of the lower arm in bullous pemphigoid (A). Good wound healing and epithe-
lialization under Mepilex. However, new blisters occurred under the dressing in the early
phase of the therapy, but blister roofs were not removed by the dressing change (B).
Wound secretion was absorbed by Mepilex (C).

Patient 2A Patient 2B Patient 2C




Patient 3:

Chronic wounds at the shoulders of a teenager with EB showed good wound healing
under Mepilex. It was protective and easy to handle (A). Circular incision of the Mepilex
dressing allowed adaption to this region (B). However, careful wound cleaning and dress-
ing changes every day in infected superficial wounds are important in order to avoid
adverse events.

Patient 3A Patient 3B

Patient 4:
Bullosis diabeticorum and consecutive diabetic ulcer (A). Good absorption, wound
healing and reduction of shearing forces at a pressure point of the lateral left foot (B).

sl iR

Patient 4A Patient 4B
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