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Vyrobee: BATIST Medical Productions, s.r.o.

Adresa:

Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

Toto EU Prohléseni o shodé vydava vyrobce na svou
vyhradni odpovédnost.

SRN vyrobce:
CZ-ML-000023495

Nazev vyrobku:
STERILNI ROUSKY

Rizikova tFida prostiedku: I, sterilni, neméfici (v
souladu s Pravidlem 4 stanovenym v p¥iloze VIII
Nafizeni (EU) 2017/745,

Modely: viz. pfiloha
Zakladni UDI-DI: 8596222CEdoc03FR

EMND kod:

T020102 SPECIALISTIC SURGICAL DRAPES

T020199 SURGICAL DRAPES - OTHER

T030199 COVERS, INSTRUMENTARY AND
EQUIPMENTS - OTHER

T030203 OPTICS COVERS

Urceny ucel:

Pouziva se jako ochranné kryti nebo bariéra k izolaci

mista chirurgického fezu nebo opera¢niho pole pied

kontaminaci, Pomah& chranit pacienta pred

mikrobiologickymi riziky v klinickych podminkach.

Postup prokazovani shody:

Uvedené zdravotnické prostfedky jsou ve shodg s
Nafizenim (EU) 2017/745 o zdravotnickych
prosttedcich., pfilohy IX, kapitola I a III.

CZPraha « DEFrankfurt PL Katowice -

| Manufacturer: BATIST Medical Productions, s.r.o.

Address:

Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

This EU Declaration of Conformity is issued by the
manufacturer under his sole responsibility.

SRN manufacturer:
CZ-ML-000023495

Name of product:
STERILE DRAPES

Risk class of the device: I, sterile, non-measuring (in
accordance with the Rule 4 set out in Annex VIII to
Regulation (EU) 2017/745.

Models: see attachment
Basic UDI-DI: 8596222CEdoc03FR

EMDN code:

T020102 SPECIALISTIC SURGICAL DRAPES

T020199 SURGICAL DRAPES - OTHER

T030199 COVERS, INSTRUMENTARY AND
EQUIPMENTS - OTHER

T030203 OPTICS COVERS

Intended use:

Used as a protective covering or barrier to isolate a site of

surgical incision or a surgical field from contamination. It

aids protect the patient from microbiological risks in

clinical settings.

Conformity assessment procedure:

These medical devices comply with Regulation (EU)
2017/745 on medical devices, Annex IX, Chapter I and
II1.
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Oznameny Subjekt:

Institut pro testovani a certifikaci, a. s.,
tfida Toma$e Bati 299, Louky, 763 02 Zlin,
Ceské Republika

Cislo certifikatu: 24 0234 QR/NB
NB 1023

CZPraha - DEFrankfurt « PL Katowica

Strana/Page: 2/5

Notified body:

Institut pro testovani a certifikaci, a. s.,
tfida Tomase Bati 299, Louky, 763 02 Zlin,
Czech Republic

Certificate no.: 24 0234 QR/NB
NB 1023

» SKBratislava » PTPorto . ESMadrid « HUBudapest

www.batist.com



COMMITTED TO

SAFETY

s

Verzefversion: TFCE03_o02

EU PROHLASENI O SHODE Platnost odjValid Sé?fi;‘,’;‘;éf;;‘
EU DECLARATION OF CONFORMITY

7% batist

Priloha/Attachment
Seznam produktii/List of products
Nazev
REF Name
Rouska kryci Hospidrape 38x45 cm 4 1ks, sterilni
1230612001 = . -
Utility drape Hospidrape 38x45 cm per 1 pc, sterile
1230612002 Ro'u'éka kryci Hosp.idrape 50x60 cm a 1ks, steriln-i
Utility drape Hospidrape 50x60 cm per 1 pc, sterile
Rouska kryci Hospidrape45x75 cm & 1ks, sterilni
1230612003 - . .
Utility drape Hospidrape 45x75 cm per 1 pc, sterile
Rouska kryci Hospidrape 75x90 cm 4 1ks, sterilni
1230612004 — - .
Utility drape Hospidrape 75x90 cm per 1 pc, sterile
1230612005 Ro.u'§ka kryci Hosp.idrape 90x120 cm & 1ks, steriln.i
Utility drape Hospidrape 90x120 cm per 1 pc, sterile
U rouska s vyztuzi 230x260cm 41ks, sterilni
1230612102 : ;
U drape with absorbent patch 230x260cm per 1 pc, sterile
Rouska koncetinova 230x300cm, otvor 7 cm & 1ks, sterilni
1230612103 3 )
Extremity drape 230x300cm, aperture 7cm per 1 pc, sterile
Rouska konéetinova 230x300cm, otvor 3,5cm 4 1 ks, sterilni
1230612105 : -
' Extremity drape 230x300cm, aperture 3,5cm per 1 pe, sterile
Rouska vertikalni 240x330cm 41ks, sterilni
1230612107 - :
Vertical drape 240x330cm per 1 pc, sterile
Rouska angiografické steril.230x300 alks
1230612112 - :
Angiography drape 230x300cm per 1 pe, sterile
1230612126 Rouska laparoskopicka 230x320cm, s otvorem 25x30cm s incizni folif 41ks, sterilni
Laparoscopy drape 230x320cm, aperture 25x30cm with incision film per 1 pc, sterile
| 1230612130 Rouska laparoskopickéd 180x300cm s trojuhelnikovym otvorem 25x21x21cm 4 1 ks, sterilni
Laparoscopy drape 180x300cm with triangular aperture 25x21x21cm per 1 pe, sterile
Rouska angiograficka 220x300cm 4 1 ks, sterilni
1230612140 - =
| Angiography drape 220x300cm per 1 pc, sterile
| Rouska dvouvrstva75x90cm alks, sterilnf
1230612202 ™ .
Utility drape 75x90cm per 1 pc, sterile
1230612204 | Rouska dvouvrstva samolepici 75x90cm alks, sterilni
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I Adhesive utility drape 75x90cm per 1 pe, sterile

Rouska dvouvrstva samolepici 150x240cm alks, sterilni

1230612206 - — _
Adhesive utility drape 150x240cm per 1 pc, sterile
Rouska dvouvrstva 90x120cm alks, sterilnd
1230612207 —= .
Utility drape 90x120cm per 1 pe, sterile
Rouska dvouvrstva 100x150cm alks, sterilni
1230612208 - =
Utility drape 100x150cm per 1 pc, sterile
Rouska dvouvrstvd 150x180cm alks, sterilni
1230612209 -~ -
Utility drape 150x180cm per 1 pc, sterile
Rouska dvouvrstva samolepici 90x120cm alks, sterilni
1230612212 : = ;
Adhesive utility drape 90x120cm per 1 pc, sterile
Rouska dvouvrstva samolepici 100x150cm alks, sterilni
1230612213 . o -
Adhesive utility drape 100x150cm per 1 pe, sterile
Rouska dvouvrstva samolepici 150x180cm alks, sterilni
1230612214 - = -
Adhesive utility drape 150x180cm per 1 pc, sterile
Rouska s otvorem 75x90cm alks, sterilni
1230612302 = 5 =
Utility drape with aperture 75x90cm per 1 pe, sterile
1230612320 Rouska s otvorem samolepici 120x150cm, otvor pr.12 cm sterilni
Adhesive utility drape with aperture 120x150cm per 1 pc, aperture diam.12¢cm, sterile
Navlek na horni konéetinu alks, sterilni
1230613110 :
Arm cover per 1 pc, sterile
Navlek na dolni konéetinu URO/GYN & Zks, sterilni
1230613116 : :
Legging URO/GYN per 2 pcs, sterile
Navlek na koncetinu 36x65 cm a 1ks, sterilni
1230613130 ; ;
Stockinette 36x65cm per 1 pc, sterile (SMALL)
Rousgka o¢ni 120x120cm s incizni folif alks, sterilni
1230618103 ) . .
Ophthalmic drape 120x120cm with incision film per 1 pc, sterile
Rouska o¢ni 150x150cm s incizni folif alks, sterilni
1230618104 ; E— :
Ophthalmic drape 150x150cm with incision film per 1 pe, sterile
Rouska dentalni 100x160cm a 1 ks, sterilni
1230618113 .
Dental drape 100x160cm per 1 pc, sterile
Rouska SMS 80x90cm alks, sterilni
1230618201 .
Drape SMS 80x90cm per 1 pc, sterile
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Rouska SMS 130x80cm alks, sterilni
1230618202 :
Drape SMS 130x80cm per 1 pe, sterile
Navlek na podruc¢ku 20x55cm 4 2ks, sterilni
1230613124 -
Arm cover 20x55¢m per 2 pcs, sterile
Set FEMTO LDV Drape set B Ziemer 105554 sterilni
1230611178B . =
Set FEMTO LDV Drape set B Ziemer 105554 sterile
Névlek na mikroskop 4 1 ks sterilni
1230613214 ; ; ;
Cable/Articulating arm drape per 1 pe sterile

Misto a datum vydani prohlaSeni: Place and date of issue of the declaration:
Dne 10/09/2024 v Cerveném Kostelci On 10/09/2024 in Cerveny Kostelec

Ing. Rudolf Fichtner
oM
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