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My

We

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

timto potvrzuje, Ze u zdravotnickych prostiedki

STERILNIi SETY JEDNORAZOVYCH
ZDRAVOTNICKYCH PROSTREDKU

Rouskovaci sety

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

Pfohlaéujeme,

ze vyse uvedené zdravotni prostiedky spliiuji ustanoveni
Smérnice Rady ES o zdravotnickych prostitedcich
93/42/EHS, ve znéni smérnice Rady 2007/47/ES a
zakona €. 268/2014 Sb.
o zdravotnickych prostedcich a jeho provadécimi
vyhlaSkami, jsou v souladu s jejich zamyslenym
pouzitim.

Postup prokazovani shody:
Dle Ptilohy II s vyjimkou ¢asti 4 Smérnice 93/42/EEC
ve znéni pozdéjsich predpisil.

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

Tridy Is,
Vyrobky jsou sterilni.

CZ Praha DE Frankfurt - PL Katowice -

SK Bratislava

hereby declare that for medical devices

STERILE SETS OF DISPOSABLE
MEDICAL DEVICES

Drape sets

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.

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.

PT Porto ES Madrid HU Budapest

www.batist.com
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. Notifikovana osoba:
TUV Rheinland Italia S.r.lL.,
Via Mattei,3 — 20010 Pogliano Milanese, Italie

NB 1936

Cislo certifikatu: HD 60138168

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

CSN EN ISO 14971:2020
Zdravotnické prostredky — Aplikace Fizent rizika na
zdravotnické prostredky.

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

CSN EN 13795-2: 2019

Operacni odevy a rousky - Pozadavky a zkusebni
metody — Cdst 2: Odévy do cistych prostor

Platnost do:
3.10.2023

CZ Praha

DE Frankfurt . PLKatowice - SKBratislava « PT Porto

. Notified body:
TUV Rheinland Italia S.r.l.,
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.

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

EN 13795-2:2019
Surgical clothing and drapes - Requirements and test
methods — Part 2: Clean air suits

Valid until:
3.10.2023

ES Madrid - HU Budapest

www.batist.com
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Priloha: Seznam referené¢nich &isel vyrobkii
Attachment: Summary of products Article numbers
REF Nazev / Name Jida
1230611117 Set na varixy 2 / Varixices set 2 Is
1230611128 Set laparoskopicky-bariatrie / Laparoscopy-bariatric set Is
1230611142 Set kiteGové Zily / Set varicose veins Is
1230611145 Set plasticky / Plastic set Is
1230611153 Set na strumu / Ser of goiter Is
1230611166 Set prevazovy-popéleniny / Set dressings burn Is
1230611172 Set na kylu / Hernia set Is
1230611316 Set koncetinovy 3 / Extremity set 3 Is
1230611324 Set hallux 2 / Hallux set 2 Is
1230611325 Set ruka/noha 2 / Hand/foot set 2 Is
1230611326 Set ramenni 2 / Arm set 2 Is
1230611335 Set kolenni 4 / Knee set 4 Is
1230611338 Set kycelni 7 / Hip set 7 Is
1230611356 Set CSS / CSS set Is
1230611361 Set kycelni 9 / Hip set 9 Is
1230611363 Set maly ruka/noha / Small set (hand/foot) Is
1230611370 Set pro artroskopii maly / Arthroscopy set small Is
1230611381 Set ramenni 6 / Arm set 6 Is
1230611510 Set urologicky se sitkou / Urology set with netting Is
1230611514 Set LAVH 4/ LAVH set 4 Is
1230611535 Set vagindlni 1 / Vaginal set 1 Is
1230611549 Set gynekologicky 3 / Gyneacology ser 3 Is
1230611555 Set laparoskopicky v gynekologické poloze / Laparoscopy set in gyneacological position Is
1230611561 Se TUR 3/ TUR set 3 Is

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

www.batist.com
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REF Nizev / Name Tfida
Class
1230611562 Set gynekologicky 4 / Gyneacology set 4 Is
1230611569 Set urologicky maly / Urology set small Is
1230611579 Set na gynekologické zakroky / Set for gyneacology surgery Is
1230611597 Set abdomino-perinedlni / Abdominal-perineal set Is
1230611602 Set hlava-krk 2 / Set head-neck 2 Is
1230611722 Set o¢ni ambulantni / Ophtalmic outpatient set Is
1230611805 Set kardio / Cardio set Is
Jméno / Name Funkce / Position Datum / Date | Podpis / Signature

Vypracovils Megr. Martina Matyskové SD 19.04.2022
Elaborated by: &l o y
Schvalil / : 7
Approved by: Bc. Martin Novéak QM 19.04.2022 / ML/
Nabyva aéinnosti / Vydani &islo / Zrugené vydani/
Valid since: e Edition number: = Ca‘fc/elled edition: 2/18:05:2081
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