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PROHLASENI O SHODE C. 10

DECLARATION OF CONFORMITY NO. 10

My

We

BATIST Medical Productions s.r.o.
Nerudova 744
549 41 Cerveny Kostelec
Czech Republic

timto potvrzuje, ze u zdravotnickych prostiedkd
VYROBKY Z GAZY, nesterilni:

B-CUT (ROLL) (Prirezy z gazy rolované)

B-CUT (ROLL) X (Prirezy z gazy rolované s RTG
niti)

B-CUT (FOLD) (Prifezy z gazy skladané)

B-CUT (FOLD) X (Prifezy z gazy skladané s RTG
niti)

B-GAUZE (Gdza skladana)

LINON (Tampony stacené)

LINON X (Tampony stdacené s RTG niti)
B-TOWEL (Tampony S§ité)

B-TOWEL X (Tampony Sité s RTG prvkem)
B-BAND (Gdza v pdsu)

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpecnost vyrobki stanovenymi
zakonem a technickymi predpisy.

Prohlasujeme,

ze vySe uvedené zdravotni prostredky 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, kterymi se stanovi technické poZadavky,
a Ze jsou zdravotnické prostiedky pii jejich ur¢eném
uéelu pouziti bezpe¢né, G¢inné a vhodné.

CZ Praha DE Frankfurt PL Katowice

SK Bratislava

hereby declare that for medical devices
GAUZE PRODUCTS, non-sterile:

B-CUT (ROLL) (Gauze Cutting Folded than
Rolled)

B-CUT (ROLL) X (Gauze Cutting Folded than
Rolled with X-ray Thread)

B-CUT (FOLD) (Gauze Cutting Folded)
B-CUT (FOLD) X (Gauze Cutting Folded with X-
ray Thread)

B-GAUZE (Gauze)

LINON (Gauze Ball)

LINON X (Gauze Ball with X-ray Thread)
B-TOWEL (Lap Sponge)

B-TOWEL X (Lap Sponge with X-ray)
B-BAND (Folded Band Gauze)

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
use.

PT Porto ES Madrid HU Budapest

www.batist.com
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Postup prokazovani shody:
Dle Ptilohy II s vyjimkou &asti 4 Smérnice 93/42/EEC
ve znéni
pozdg&jsich predpist.

Klasifikace:
V souladu s ¢lankem 9 a pfilohou IX Smérnice

93/42/EHS jsou vSechny ptedmétné vyrobky zafazeny
do

Tridy IIa
Vyrobky jsou nesterilni.

. 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 prostiedky — Systémy managementu
Jjakosti — Pozadavky pro iicely predpisi.

CSN EN ISO 14971:2020
Zdravotnické prostiredky — Aplikace Fizeni rizika na
zdravotnické prostiedky.

Conformity assessment procedure:
According to Annex Il 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 Ila
The products are non-sterile.

_ Notified body:
TUYV Rheinland Italia S.r.1.,
Via Mattei,3 — 20010 Pogliano Milanese, Italy

NB 1936

Certificate no.: HD 60138168

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

ENISO14971:2020
Medical devices - Application of risk management
fo medical devices.

Platnost do: Valid until:
3.10.2023 3.10.2023
CZ Praha DE Frankfurt PL Katowice SK Bratislava « PTPorto - ESMadrid . HUBudapest

www.batist.com
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P¥iloha: Seznam referenénich ¢isel vyrobki
Attachment: Summary of products Article numbers
Nazev Trida
REF Naiiic Class

1230100600 B-CUT(ROLL) Ptitezy z gazy rolované 4x50cm, 17 niti, 4 vrstvy I
B-CUT(ROLL) Gauze cutting folded than rolled 4x50cm, 17 threads, 4 layers a

1230100601 B-CUT(ROLL) Ptitezy z gazy rolované 7x90cm, 17 niti, 4 vrstvy 1
B-CUT(ROLL) Gauze cutting folded than rolled 7x90cm, 17 threads, 4 layers a

1230100602 B-CUT(ROLL) Piitezy z gazy rolované 12x90cm, 17 niti, 4 vrstvy 1
B-CUT(ROLL) Gauze cutting folded than rolled 12x90cm, 17 threads, 4 layers a

1230100603 B-CUT(ROLL) Pfitezy z gazy rolované 12x120cm, 17 niti, 4 vrstvy 1
B-CUT(ROLL) Gauze cutting folded than rolled 12x120cm, 17 threads, 4 layers a

1230100604 B-CUT(ROLL) Ptitezy z gazy rolované 20x120cm, 17 niti, 4 vrstvy Ia
B-CUT(ROLL) Gauze cutting folded than rolled 20x120cm, 17 threads, 4 layers

1230100612 B-CUT(ROLL) Ptitezy z gazy rolované 12x90cm, 17 niti, 8 vrstev I
B-CUT(ROLL) Gauze cutting folded than rolled 12x90cm, 17 threads, 8 layers a

1230100652 B-CUT(ROLL) X Piitezy z gazy rolované 12x90cm s RTG niti, 17 niti, 4 vrstvy 1
B-CUT(ROLL) X Gauze cutting folded than rolled 12x90cm with X-ray thread, 17 threads, 4 layers a

1230100661 B-CUT(ROLL) X Piitezy z gazy rolované 7x90cm s RTG niti, 17 niti, 4 vrstvy I
B-CUT(ROLL) X Gauze cutting folded than rolled 7x90cm with X-ray thread, 17 threads, 4 layers a
B-CUT(FOLD) Piitezy z gazy skladané 10x15cm, 17 niti, 8 vrstev

1230100701 | & ~UrFOLD) Gauze cutting folded 10x15cm, 17 threads, 8 layers i

1230100702 B-CUT(FOLD) Ptitezy z gazy skladané 15x20cm, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 15x20cm, 17 threads, 8 layers

1230100703 B-CUT(FOLD) Ptitezy z gazy sklddané 15x30cm, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 15x30cm, 17 threads, 8 layers

1230100704 B-CUT(FOLD) Piifezy z gazy skladané 20x20cm 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 20x20cm 17 threads, 8 layers
B-CUT(FOLD) Ptitezy z gazy skladané 10x15cm, 17 niti, 16 vrstev

1230100705 B-CUT(FOLD) Gauze cutting folded 10x15cm, 17 threads, 16 layers l

1230100706 B-CUT(FOLD) Ptitezy z gazy skladané 15x20cm, 17 niti, 16 vrstev Ila
B-CUT(FOLD) Gauze cutting folded 15x20cm, 17 threads, 16 layers

1230100708 B-CUT(FOLD) Ptitezy z gézy skladané 20x20cm, 17 niti, 16 vrstev Ia
B-CUT(FOLD) Gauze cutting folded 20x20cm, 17 threads, 16 layers

1230100709 B-CUT(FOLD) Piifezy z gézy skladané 20x30cm, 17 niti, 16 vrstev Ia
B-CUT(FOLD) Gauze cutting folded 20x30cm, 17 threads, 16 layers

1230100710 B-CUT(FOLD) Piitezy z gézy skladané 23x23cm, 17 niti, 16 vrstev Ia
B-CUT(FOLD) Gauze cutting folded 23x23cm, 17 threads, 16 layers

1230100713 B-CUT(FOLD) Pitezy z gazy skladané 8x18cm, 17 niti, 16 vrstev lla
B-CUT(FOLD) Gauze cutting folded 8x18cm, 17 threads, 16 layers

CZPraha - DEFrankfurt - PLKatowice « SKBratislava - PTPorto « ESMadrid - HUBudapest

www.batist.com
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1230100714 B-CUT(FOLD) Ptitezy z gazy skladané 23x23cm, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 23x23cm, 17 threads, 8 layers

1230100716 B-CUT(FOLD) Ptitezy z gazy skladané 7x24cm, 17 niti, 4 vrstvy Ia
B-CUT(FOLD) Gauze cutting folded 7x24cm, 17 threads, 4 layers
B-CUT(FOLD) Ptitezy z gazy skladané 7x20cm, 17 niti, 8 vrstev

1230100717 B-CUT(FOLD) Gauze cutting folded 7x20cm, 17 threads, 8 layers Hz

1230100719 B-CUT(FOLD) Ptitezy z gazy skladané 7x20cm, 17 niti, 12 vrstev Ia
B-CUT(FOLD) Gauze cutting folded 7x20cm, 17 threads, 12 layers

1230100720 B-CUT(FOLD) Ptitezy z gazy skladané 6x12cm, 17 niti, 32 vrstev la
B-CUT(FOLD) Gauze cutting folded 6x12cm, 17 threads, 32 layers

1230100723 B-CUT(FOLD) Ptifezy z gazy skladané 7,5x15¢m, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 7,5x15cm, 17 threads, 8 layers

1230100724 B-CUT(FOLD) Prifezy z gazy skladané 10x30cm, 17 niti, 8 vrstev Ia
B-CUT(FOLD) Gauze cutting folded 10x30cm, 17 threads, 8 layers

1230100726 B-CUT(FOLD) Ptifezy z gazy skladané 30x30cm, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 30x30cm, 17 threads, 8 layers

1230100727 B-CUT(FOLD) Ptifezy z gazy skladané 5x15cm, 17 niti, 8 vrstev lla
B-CUT(FOLD) Gauze cutting folded 5x15cm, 17 threads, 8 layers

1230100728 B-CUT(FOLD) Pfitezy z gazy skladané 20x30cm, 17 niti, 8 vrstev Ma
B-CUT(FOLD) Gauze cutting folded 20x30cm, 17 threads, 8 layers

1230100752 B-CUT(FOLD) Ptifezy z gazy skladané 7x50cm, 17 niti, 8 vrstev Ila
B-CUT(FOLD) Gauze cutting folded 7x50cm, 17 threads, 8 layers

1230100762 B-CUT(FOLD) X Ptitezy z gazy skladané 2,5x2,5cm, RTG 17 niti, 8 vrstev Ia
B-CUT(FOLD) X Gauze cutting folded 2,5x2,5cm, with X-rayl7 threads, 8 layers
B-GAUZE Gaza 1/4 m?, 17 niti, nesterilni

12301090DY: . o e ittmE e 1/, 17 Mhreadts, nonssterile Ha
B-GAUZE Géaza 1 m?, 17 niti, nesterilni

1230109102 B-GAUZE Gauze 1 m?, 17 threads, non-sterile I
B-GAUZE Géza 1/2 m2, 17 niti, nesterilni

1B0MRLO5. s rmm e TR T7 Pinecls, woestors Ia
B-GAUZE Géza 1/2 m?2, 13 niti, nesterilni

1230109106 B-GAUZE Gauze 1/2 m?, 13 threads, non-sterile g
B-GAUZE Géza 1 m?, 13 niti, nesterilni

1230109107 B-GAUZE Gauze 1 m?, 13 threads, non-sterile L
LINON Tampon stageny 7/7cm

1320300400 | ooy Gneze hatl Wi i
LINON Tampon staceny 9/9cm

1320300401 | & 1o Ganse Balt 9190 1
LINON Tampon 12/12cm

1320300402\ /oW Gauze ball 12/12¢m fa

CZPraha - DEFrankfurt - PLKatowice - SKBratislava + PTPorto . ESMadrid - HUBudapest
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Nazev Trida
REF Name Class
B-TOWEL Tampon ity 32x24cm s krouzkem a tkanici, 20 niti
1230100321 B-TOWEL Lap sponge 32x24cm with ring on tape, 20 threads lla
B-TOWEL Tampon §ity 40x45cm, 20 niti
1230100342 B-TOWEL Lap sponge 40x45cm, 20 threads He
B-TOWEL Tampon §ity 40x45 4 2 ks, 17 niti
1230100343 B-TOWEL Lap sponge 40x45cm per 2 pcs, 17 threads 1
1230100309 B-TOWEL Tampon §ity nepfedeprany 45x45¢m, 17 niti, bez tkanice Ta
B-TOWEL Lap sponge no-prewashed 45x45cm, 17 threads, without loop
1230100310 B-TOWEL X Tampon $ity 48x58cm s RTG paskou a tkanici, 17 niti Ia
B-TOWEL X Lap sponge 48x58cm with X-ray tape and loop, 17 threads
1230100339 B-TOWEL X Tampon §ity neptedeprany 22x13cm s RTG niti, 17 niti Ia
B-TOWEL X Lap sponge no-prewashed 22x13cm with X-ray thread, 17 threads
1230100380 B-TOWEL X Tampon ity pfedeprany 45x45cm s RTG paskou, 17 niti Ila
B-TOWEL X Lap sponge prewashed 45x45cm with X-ray tape, 17 threads
B-BAND Gaza skladana v pasu 7emx100m, 17 niti
1230100605 B-BAND Folded band gauze 7cmx100m, 17 threads lla
B-BAND Gaza skladand v pasu 7cmx40m, 17 niti
1230100607 B-BAND Folded band gauze 7cmx40m, 17 threads Ila
B-BAND Gaza skladand v pasu 7emx90cm, 17 niti, obgivana
1230100609 B-BAND Folded band gauze 7cmx90cm, 17 threads, sewn 1s
B-BAND Géza skladand v pasu 3,5cmx90cm, 17niti, obsivana
1230100610 B-BAND Folded band gauze 3,5cmx90cm, 17 threads, sewn lfa
Jméno / Name Funkece / Position Datum / Date | Podpis / Signature
Vypracoval Mgr. Martina Matyskové SD 19.04.2022 p
Elaborated by: ) o rW v
s S
Dehyithil/ Be. Martin Novik QoM 19.04.2022 /W l/
Approved by: ;
Nabyva u€innosti / Vydani &islo / Zru3ené vydani/
Valid since: 19,04,2022 Edition number: & Cancelled edition: 34 1112021

PRE-01-2004-11

CZPraha - DEFrankfurt - PLKatowice .+ SKBratislava - PTPorto . ESMadrid - HU Budapest

www.batist.com



