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04 DECLARATION OF CONFORMITY NO. 04

PROHLASENI O SHODE C.

My We
MERTLIN s.r.o.
Nevrudova 744
549 41 Cerveny Kostelec
Czech Republic

timto potvrzuje, Ze u zdravotnickych prostiedki

JEDNORAZOVE OPERACNI ROUSKY
A DOPLNKY

STERILNI

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpe¢nost vyrobku stanovenymi
zakonem a technickymi piedpisy.

Prohlasujeme,

Ze vySe uvedené zdravotni prostiedky spliiuji ustanoveni
Smérnice Rady ES o zdravotnickych prostiedcich
93/42/EHS, ve znéni smérnice Rady 2007/47/ES a

zakona ¢. 268/2014 Sb.
o zdravotnickych prostiedcich a jeho provadécimi
vyhlaSkami jsou
v souladu s jejich zamy$lenym pouzitim.
Toto prohlaseni o shodé se vydava na vyhradni
odpovédnost vyrobce.
Postup prokazovani shody:
Dle Piilohy II s vyjimkou ¢asti 4 Smérnice 93/42/EEC
ve znéni pozdéjsich piedpisi.

Klasifikace:
V souladu s ¢lankem 9 a piilohou IX Smérnice
93/42/EHS jsou vsechny ptedmétné vyrobky zatazeny
do

Tridy Is
Vyrobky jsou sterilni.

MERTLIN s.r.o
120 734 789 999 «

Phone: 4

E-mail: info@mertlin
Nerudova 744, 549 41 Cerveny Kostelec, C

hereby declare that for medical devices

DISPOSABLE SURGICAL DRAPES
AND ACCESSORIES

STERILE

was made an assessment of conformity their properties
with the safety requirements of products provided for
by law and regulations.

We declare

that those medical devices meet the provisions of the
EC Council Directives concerning medical devices
93/42/EEC as amended by Council Directive
2007/47/EC and are in accordance with their intended
uses.
This declaration of conformity is issued under the sole
responsibility of the manufacturer.

Conformity assessment procedure:
According to Annex II excluding point 4 of Directive
93/42/EEC as amended by later directive.

Classification:
According to the Article 9 and Annex IX of the
Council Directive 93/42/EEC concerning medical
devices as

Class Is
The products are sterile.
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Notifikovana osoba:
TUV Rheinland Italia S.r.l.,
Via Mattei,3 — 20010 Pogliano Milanese, Italie

NB 1936

Cislo certifikatu: HD 60138168

Pouzité harmonizované normy:
CSN EN ISO 13485 ed.2:2016
Zdravotnické prostiredky — Systémy managementu
Jakosti — Pozadavky pro ucely predpisii.

CSN EN ISO 14971:2020
Zdravotnické prostredky - Aplikace managementu rizik
na zdravotnické prostiedky

CSN EN 13795-1:2019
Operacni odévy a rousky - Pozadavky a zkuSebni
metody - Cdst 1: Chirurgické rousky a pldasté

Platnost do:

MERTLIN s.r.o

Phone: +420 734 789 999 « E-mail: info@mertlin.cz

Nerudova 744, 549 41 Cerveny Kostelec, CZ

www.mertlin.cz

Registered in the Commercial Register maintained by the Regional Court in |

ID 46507850 « VAT ID CZ46507850

Notified body:
TUV Rheinland Italia S.r.L.,
Via Mattei,3 — 20010 Pogliano Milanese, Italy

NB 1936

Certificate no.: HD 60138168

Applied harmonized standards:
EN ISO 13485 ed.2:2016
Medical devices — Quality management system —
Requirements for regulatory purposes.

EN ISO14971:2020
Medical devices - Application of risk management to
medical devices

CSN EN 13795-1:2019
Surgical clothing and drapes - Requirements and test
methods - Part 1: Surgical drapes and gowns

Valid until:
3.10.2023
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Priloha: Seznam referené¢nich ¢isel vyrobki
Attachment: Summary of products Article numbers

Nazev Trida

d Name Class
Incizni folie15x20cm 4lks, sterilni

12belolin Incise film 15x20cm per 1 pc, sterile I8
Incizni folie 20x30cm alks, sterilni

1230610002 Incise film 20x30 cm per 1 pc, sterile Is
Incizni folie 45x20cm alks, sterilni

1230610103 Incise film 45x20 cm per 1 pc, sterile Is
Incizni folie 45x35 cm alks, sterilni

LE30010004 Incise film 45x35 cm per 1 pc, sterile Is
Incizni folie 45x50 cm alks, sterilni

1230610103 Incise film 45x50 cm per 1 pc, sterile s
Incizni folie 45x65 cm alks, sterilni

L230810106 Incise film 45x65 cm per 1 pc, sterile Is

1230612001 Ropska kryci Hosp.ldrape 38x45 cm 4 lks, sterllm‘ Is
Utility drape Hospidrape 38x45 cm per 1 pc, sterile
Rouska kryci Hospidrape 50x60 cm 4 1ks, sterilni

1250612002 Utility drape Hospidrape 50x60 cm per 1 pc, sterile I8
Rouska kryci Hospidrape45x75 cm & 1ks, sterilni

1230612003 Utility drape Hospidrape 45x75 cm per 1 pc, sterile 15
Rouska kryci Hospidrape 75x90 cm 4 1ks, sterilni

1230612004 Utility drape Hospidrape 75x90 cm per 1 pc, sterile Is
Rouska kryci Hospidrape 90x120 cm 4 1ks, sterilni

1230612005 Utility drape Hospidrape 90x120 cm per 1 pc, sterile Is
Rouska kryci Hospidrape 75x210 cm & 1ks, sterilni

E230612006 Utility drape Hospidrape 75x210 cm per [ pc, sterile 4
U rouska s vyztuzi 230x260cm alks, sterilni

L230el2l02 U drape with absorbent patch 230x260cm per 1 pc, sterile Is

1230612103 Rouska konéetinova 230x300cm, otvor 7 cm & 1Kks, sterilni [
Extremity drape 230x300cm, aperture 7cm per 1 pc, sterile ;i

1230612104 Rouska konéetinova 150x180cm, otvor 3,5cm alks, sterilni [
Extremity drape 150x180cm, aperture 3,5¢m per 1 pc, sterile ¥

1230612105 Rouska konc¢etinova 230x300cm, otvor 3,5cm 4 1 ks, sterilni Is
Extremity drape 230x300cm, aperture 3,5¢cm per 1 pc, sterile
Rouska vertikalni 240x330cm 4lks, sterilni

1261200 Vertical drape 240x330cm per 1 pc, sterile
Rouska angiograficka steril.230x300 a1ks

123012112 Angiography drape 240x330cm per 1 pc, sterile Is

1230612126 Rouska laparoskopickd 230x320cm, s otvorem 25x30cm s incizni folii 41ks, sterilni I
Laparoscopy drape 230x320cm, aperture 25x30cm with incision film per 1 pc, sterile s
Rouska laparoskopicka 180x300cm s trojihelnikovym otvorem 25x21x21cm 4 1 ks,

1230612130 sterilni Is
Laparoscopy drape 180x300cm with triangular aperture 25x21x21cm per 1 pe, sterile
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Rouska o¢ni 100x150cm se samolepicim otvorem 3x12cm & 1 ks, sterilni

1230612131 Ophthalmic drape 100x150cm with adhesive aperture 3x12cm per [ pc, sterile I
Rouska angiograficka 240x380 sterilni

1250602137 Angiography drape 240x380cm per 1 pc, sterile Is
Rouska angiografickd 220x370cm 4 1 ks, sterilni

Ltslal40 Angiography drape 220x370cm per 1 pc, sterile Is
Rouska dvouvrstva 50x60cm alks, sterilni

1230612201 Utility drape 50x60cm per 1 pc, sterile Is
Rouska dvouvrstva75x90cm alks, sterilni

L2e0atas02 Utility drape 75x90cm per 1 pc, sterile Is
Rouska dvouvrstva samolepici 50x60cm alks, sterilni

1230612203 Adhesive utility drape 50x60cm per 1 pc, sterile 18
Rouska dvouvrstva samolepici 75x90cm alks, sterilni

1230612204 Adhesive utility drape 75x90cm per 1 pc, sterile ks
Rouska dvouvrstva samolepici 150x240cm alks, sterilni

1230612206 Adhesive utility drape 150x240cm per 1 pc, sterile Is
Rouska dvouvrstva 90x120cm alks, sterilni

1250a12209 Utility drape 90x120cm per 1 pe, sterile Is
Rouska dvouvrstva 100x150cm alks, sterilni

1250012205 Utility drape 100x150cm per 1 pc, sterile Is
Rouska dvouvrstva 150x180cm alks, sterilni

k230612200 Utility drape 150x180cm per 1 pc, sterile ks
Rouska dvouvrstva samolepici 90x120cm alks, sterilni

1230512212 Adhesive utility drape 90x120cm per 1 pc, sterile B
Rouska dvouvrstva samolepici 100x150cm alks, sterilni

1230612213 Adhesive utility drape 100x150cm per 1 pc, sterile Is
Rouska dvouvrstva samolepici 150x180cm alks, sterilni

12306123214 Adhesive utility drape 150x180cm per 1 pc, sterile Is
Rouska s otvorem 50x60cm alks, sterilni

1230612301 Utility drape with aperture 50x60cm per 1 pc, sterile ks
Rouska s otvorem 75x90cm alks, sterilni

1250012302 Utility drape with aperture 75x90cm per 1 pc, sterile Is
Rouska s otvorem samolepici 50x60cm alks, sterilni

1230012302 Utility drape with aperture50x60cm per 1 pc, sterile 8

1230612304 Rouskg s otY(?rem samolfsplc1 75x80cm 4lks, sterilni . Is
Adhesive utility drape with aperture 75x80cm per 1 pc, sterile
Rouska s otvorem samolepici 75x90 alks, sterilni

1230612305 Adhesive utility drape with aperture 75x90cm per 1 pc, sterile Is

1230612306 Rouska s otvorem samolepici 150x180cm alks, sterilni Is
Adhesive utility drape with aperture 150x180cm per 1 pc, sterile

1230612310 Rouska s otvorem samolepici 180x280cmalks, sterilni Is
Adhesive utility drape with aperture 180x280cm per 1 pc, sterile
Rouska s otvorem 50x70cm & 1 ks, sterilni

1230812311 Utility drape with aperture 50x70cm per 1 pc, sterile .

1230612314 Rouska s otvorem samolepici 120x150cm al1ks, otvor 5x7cm, sterilni Is
Adhesive utility drape with aperture 120x150cm per 1 pc, aperture 5x7cm, sterile

1230612320 Rouska s otvorem samolepici 120x150cm, otvor pr.12 cm sterilni s
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Adhesive utility drape with aperture 120x150cm per I pc, aperture diam.12cm, sterile
1230612322 Rouska s otvorem samolepici 120x150cm, otvor 20x 15 cm, sterilni |
Adhesive utility drape with aperture 120x150cm per 1 pc, aperture 20x15cm, sterile s
Rouska na instrumentaéni stiil 150x190cm 4 1ks, sterilnf
1230612402 Instrument table cover 150x190cm per 1 pc, sterile Is
1230612404 Navlek na instrumentaéni stolek zesileny 78x145¢m 4 1ks, sterilni Is
Mayo stand cover reinforced 75x145¢cm per 1 pe, sterile
Rouska na instrumentaéni stiil 100x190cm 4 1ks, sterilni
AUGLEAD Instrument table cover 100x190cm per 1 pc, sterile Is
1230612411 Rouska na instrumentaéni sttil 150x250cm 4 1 ks sterilni [
Instrument table cover 150x250cm per 1 pc, sterile ¥
' Navlek na kondetinu - maly 22x75¢m 4lks, sterilni
el Stockinette small 22x75cm per 1 pc, sterile Is
Navlek na koncetinu-velky 32x120cm alks, sterilni
1230618102 Stockinette large 32x120cm per 1 pc, sterile B
Suchy zip steril.2,5x30cm alks, sterilni
1230615105 Tube holder 2,5x30cm per 1 pc, sterile ks
Sbérny sacek 1. 30x40cm alks, sterilni
e Fluid collection pouch I. 30x40cm per 1 pc, sterile by
Sbérny sacek II. 30x40cm 4lks, sterilni
1230613107 Fluid collection pouch II. 30x40cm per 1 pc, sterile Is
Sbérny sacek I11. 62x50cm alks, sterilni
Lzatolalgs Fluid collection pouch Ill. 62x50cm per 1 pc, sterile Is
1230613110 Navlek na horni konéetlr}u alks, sterilni Is
Arm cover per 1 pc, sterile
Rucniky alks, sterilni
1230613111 Hand towels per 1 pc, sterile s
Lepici paska 9x50cm 4lks, sterilni
1230613112 OP-tape 9x50cm per 1 pc, sterile Is
Lepici paska 9x50cm 4 2ks, sterilni
E3UBl1aLI OP-tape 9x50cm per 2 pc, sterile Is
Navlek na dolni kon¢etinu URO/GYN 4 2ks, sterilni
1230613116 Legging URO/GYN per 2 pcs, sterile I
Navlek na podruc¢ku 20x55cm & 2ks, sterilni
1250613124 Arm cover 20x55cm per 2 pcs, sterile Is
Navlek na konc¢etinu 36x65¢m 4 2ks, sterilni
LSURIA1ES Arm cover 36x65cm per 2 pcs, sterile Is
Navlek na FACO 60x70cm 4 1 ks, sterilni
1230613126 Cover of FACO 60x70cm per 1 pc, sterile Is
Navlek na kondetinu 36x120cm i 1 ks, sterilni
Maloia1ad Stockinette 36x120cm per 1 pc, sterile s
Navlek na konéetinu 36x65 c¢cm a 1ks, sterilni
1230613130 Stockinette 36x65cm per 1 pc, sterile Is
Navlek na konéetinu 25x80cm 4 1 ks, sterilni
230615031 Stockinette 25x80cm per 1 pc, sterile Is
Navlek na nohu — boti¢ka 20x40cm 4 1 ks, sterilni
1230613133 Stockinette 20x40cm per 1 pc, sterile Is
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1230613152 Sbérny sacek s vyztuzenim 30x40cm 4 1 ks, sterilni (
Collection bag with reinforcement 30x40cm per 1 Pc, sterile s
Névlek na kabely 15x250cm alks, sterilni
1230615201 Tube cover 15x250cm per 1 pc, sterile Is
1230613202 Navlek na kameru s perforovanou $pickou 15x240cm alks, sterilni I
Camera drape with perforated tip 15x240cm per 1 pc, sterile s
Navlek na RTG primér 90 cm alks, sterilni
1230613203 Banded bag 90cm per 1 pe, sterile Is
Navlek na RTG pramé&r 140 cm 4lks, sterilni
1230613204 Banded bag 140cm per 1 pc, sterile Is
Navlek na kabely 10x100cm alks, sterilni
1240005207 Tube cover 10x100cm per 1 pc, sterile Is
PE navlek na pfistroje 50x55cm, sterilni
1230613216 PE camera drape 50x55cm, sterile -
Rouska novorozenecka 80x90cm sterilni s
1230613305 Baby drape 80x90cm, sterile
Ruéniky 41ks, sterilni Is
1230613313 Hand towels per [ pc, sterile
1230618103 Rouska oéni 120x120cm s incizni folif 41ks, sterilni I
Ophthalmic drape 120x120cm with incision film per 1 pc, sterile ¥
1230618104 Rouska o¢ni 150x150cm s incizni folii 41ks, sterilni .
Ophthalmic drape 150x150cm with incision film per 1 pc, sterile i
1230618112 Rou§ka angiograficka 230x300cm 4lks, stenlpl Is
Angiography drape 230x300cm per 1 pc, sterile
Rouska dentalni 100x160cm 4 1 ks, sterilni
1230618113 Dental drape 100x160cm per 1 pc, sterile 5
Rouska SMS 80x90cm alks, sterilni Is
A Drape SMS 80x90cm per 1 pc, sterile
Rouska SMMS 130x80cm 4lks, sterilni Is
1230015202 Drape SMMS 130x80cm per 1 pc, sterile
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