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EU PROHLASENIi O SHODE
EU DECLARATION OF CONFORMITY

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

Adresa:

Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

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

SRN vyrobce:
CZ-ML-000023495

Néazev vyrobku:
STERILNI GAZOVE VYROBKY

Rizikova tiida prostiedku: I, sterilni, neméfici (v
souladu s Pravidlem 4 stanovenym v pfiloze VIII
Natizeni (EU) 2017/745,

Modely: viz. piiloha

Zakladni UDI-DI: 8596222CEdoc01FM

EMND kod:

STERILKOMPRES 1.V. M0201020101
B-CUT (CELL) M0201010101
B-COMP S MO020199

OBVAZ NA POPALENINY M03030202

Urceny ucel:

STERILKOMPRES 1.V.

K zajisténi mista vpichu pfi intravendzni kanylaci.
Prostiedek, ktery prichazi do styku s poran€énou kizi a
je uren k pouZiti jako mechanicka bariéra a/nebo k
absorpci krve a/nebo exsudatd. Neni urcen k hlavnimu
pouZiti u ran s poskozenou dermis a miize se hojit
pouze sekundarnim u¢inkem. Neni uréeno k hlavnimu
pouziti pro ipravu mikroprostiedi rany.

B-CUT (CELL), B-COMP S

Prostiedek, ktery ptichazi do styku s poranénou kuzi a
je uréen k pouZiti jako mechanicka bariéra a/nebo k
absorpci krve a/nebo exsudatii. Neni ur€en k hlavnimu
pouziti u ran s poSkozenou dermis a mohou se hojit

@ www.batist.com

Manufacturer: BATIST Medical Productions, s.r.0.

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 GAUZE PRODUCTS

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: 8596222CEdoc01FM

EMDN code:

STERILKOMPRES L.V. M0201020101
B-CUT (CELL) M0201010101
B-COMP S M020199

BURN BANDAGE M03030202

Intended use:

STERILKOMPRES 1.V.

For securing injection site during intravenous
cannulation. The device which come into contact with
injured skin and is intended to be used as a mechanical
barrier and/or for absorption of blood and/or exudates.
Not intended to be used principally with wounds which
have breached the dermis and can only heal by
secondary intent. Not intended to be used principally
intended to manage the micro-environment of a
wound.

B-CUT (CELL), B-COMP S

The device which come into contact with injured skin
and is intended to be used as a mechanical barrier
and/or for absorption of blood and/or exudates. Not

e info@batist.com
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pouze sekundarnim u¢inkem. Neni uréeno k hlavnimu
pouziti pro upravu mikroprostiedi rany.

OBVAZ NA POPALENINY

K obecnému osetfeni ran, kde vytvaii mechanickou
bariéru a/nebo absorbuje exsudaty z ran. Zdravotnicky
prostfedek je urfen pro popaleniny I stupné. Neni
urCen k hlavnimu pouziti u ran s poSkozenou dermis a
mohou se hojit pouze sekundarnim u€inkem. Neni
uren k pouziti zasadné urCenému k Upravé
mikroprostfedi rany.

Postup prokazovini shody:

Uvedené zdravotnické prostiedky jsou ve shod¢ s
Natizenim (EU) 2017/745 o zdravotnickych
prostiedcich., pfilohy IX, kapitola I a III.

Oznimeny Subjekt:

Institut pro testovani a certifikaci, a. s.,
tiida Tomase Bati 299, Louky, 763 02 Zlin,
Ceské Republika

Cislo certifikatu: 24 0234 QR/NB
NB 1023

@ www.batist.com

intended to be used principally with wounds which
have breached the dermis and can only heal by
secondary intent. Not intended to be used principally
intended to manage the micro-environment of a
wound.

BURN BANDAGE

For general wound treatment due to forming a
mechanical barrier and/or absorbing wound exudates.
The medical device is intended for burns I degree. Not
intended to be used principally with wounds which
have breached the dermis and can only heal by
secondary intent. Not intended to be used principally
intended to manage the micro-environment of a
wound.

Conformity assessment procedure:

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

Notified body:

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

Certificate no.: 24 0234 QR/NB
NB 1023
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Priloha/Attachment
Seznam produkti/List of products

Naz
REF | Nome

1230117902 STERILKOMPRES 1.V Kompres z gizy sterilni 1.V. 10 x 20 cm 4 2 ks

STERILKOMPRES 1.V Gauze compress sterile I.V. 10 x 20 cm, packed per 2 pcs
1230117911 STERILKOMPRES 1.V Kompres z gazy sterilni LV. 10 x 10 cm 4 3 ks

STERILKOMPRES 1.V Gauze compress sterile I.V. 10 x 10 cm, packed per 3 pcs
1230117912 STERILKOMPRES 1.V Kompres z gazy sterilni LV. 10 x 10 cm 4 2 ks

STERILKOMPRES 1.V Gauze compress sterile I.V. 10 x 10 cm, packed per 2 pcs
1230117913 STERILKOMPRES 1.V Kompres z gazy sterilni LV. 10 x 10 cm 4 1Y+2 ks

STERILKOMPRES 1.V Gauze compress sterile L.V, 10 x 10 cm packed per 1Y+2 pcs
1230117919 STERILKOMPRES 1.V Kompres z gazy sterilni .V. 10 x 10 cm 4 10 ks

STERILKOMPRES L.V Gauze compress sterile I.V. 10 x 10 cm packed per 10 pcs
103501 1922 STERILKOMPRES 1.V Kompres z gazy sterilni LV. 7,5x 7,5 cm 4 2 ks

STERILKOMPRES 1.V Gauze compress sterile I.V. 7,5 x 7,5 cm packed per 2 pcs
1230117939 STERILKOMPRES L.V Kompres z gazy sterilni LV.5x 5cm 4 10 ks

STERILKOMPRES L.V Gauze compress sterile I.V. 5 x 5 cm packed per 10 pcs
12301 (5022 B-CUT(CELL) S Pfifez skladany s buni¢itou vatou 20 x 10 cm 4 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 20 x 10 ¢m packed per 2 pcs
1230118033 B-CUT(CELL) S Ptitez skladany s buni€itou vatou 20 x 10 cm 4 3 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 20 x 10 cm packed per 3 pcs
1230118042 B-CUT(CELL) S Pfifez skladany s buniéitou vatou 20 x 20 ¢cm 4 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 20 x 20 cm packed per 2 pcs
1230118052 B-CUT(CELL) S Prifez skladany s buniéitou vatou 24 x 7 ¢cm 4 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 24 x 7 cm packed per 2 pcs
1230118054 B-CUT(CELL) S Piitez skladany s bunigitou vatou 24 x 7 cm 4 4 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 24 x 7 cm packed per 4 pcs
1230118082 B-CUT(CELL) S Prifez skladany s buniéitou vatou 15 x 30 cm a 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 15 x 30 cm packed per 2 pcs
1230118092 B-CUT(CELL) S Prifez skladany s buniéitou vatou 10 x 10 cm & 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 10 x 10 cm packed per 2 pcs
T B-CUT(CELL) S Pritez skladany s buni¢itou vatou 10 x 24 cm 4 2 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 10 x 24 cm packed per 2 pcs
1230118103 B-CUT(CELL) S Ptitez skladany s buni¢itou vatou 10 x 24 cm 4 3 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 10 x 24 cm packed per 3 pcs
1230118115 B-CUT(CELL) S Prifez skladany s buni¢itou vatou 7 x 8 cm 4 5 ks

B-CUT(CELL) S Folded gauze cuttings with cellulose wadding 7 x 8 cm packed per 5 pcs

B-COMP S Polstarek vatovy v gdze 7x 7 cm a 2 ks
1230118302

B-COMP S Cotton pad in gauze wrapping 7 x 7 cm, packed per 2 pcs
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1230118312 B-COMP S Politafek vatovy v gaze 10 x 10 cm 4 2 ks
B-COMP S Cotton pad in gauze wrapping 10 x 10 cm, packed per 2 pcs
B-COMP S Polstitek vatovy v gaze 10 x 1S cm 4 2 ks
1230118322 - -
B-COMP S Cotton pad in gauze wrapping 10 x 15 cm, packed per 2 pcs
B-COMP S Polstarek vatovy v gaze 20 x 30 cm 4 2 ks
1230118332 - -
B-COMP S Cotton pad in gauze wrapping 20 x 30 c¢m, packed per 2 pcs
B-COMP S Polstarek vatovy 2 v gaze 10 x 10 cm 4 2 ks
1230118362 : B
B-COMP S Cotton pad in gauze wrapping 2, 10 x 10 cm, packed per 2 pcs
B-COMP S Politarek vatovy 2 v gdze 10 x 15 cm 4 2 ks
1230118372 - =
B-COMP 8 Cotton pad in gauze wrapping 2, 10 x 15 cm, packed per 2 pcs
B-COMP S Polstarek vatovy 2 v gdze 20 x 30 cm 4 2 ks
1230118382 _ :
B-COMP S Cotton pad in gauze wrapping 2, 20 x 30 cm, packed per 2 pcs
1230118421 Obvaz na popaleniny a 1 ks
Burn bandage packed per 1
Obvaz na popaleniny 58 x 96 cm 4 1 ks
1230118423
Burn bandage 58 x 96 cm packed per 1
Misto a datum vydini prohliSeni: Place and date of issue of the declaration:
Dne 15/10/2025 v Cerveném Kostelci On 15/10/2025 in Cerveny Kostelec
“«batist
BATIST Medical Productions s.r.o.
Nerudova 744
549 41 Cerveny Kostelec
www.batlist.com

Ing. Rudolf Fichtner
Quality Manager
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