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%batist

PROHLASEM DLE ¢&l. 22
NARIZENI 2017/745

DECLARATION ACCORDING TO
ARTICLE 22 of DIRECTIVE 2017/745

My

We

BATIST Medical Productions s.r.o.

Nerudova 744
549 41 Cerveny Kostelec
Czech Republic
timto potvrzujeme, zeuz dravelmickyeh hereby declare that for medical devices
prostredku
SETY ORTOPEDICKE ORTHOPAEDIC SETS

Zikladni UDI-DI: 8596222PP1384

byla ovéfena vzajemnd kompatibilita prosttedki
v setech v souladu s pokyny vyrobcd, a Ze je
zajistén jejich provoz v souladu s t€mito pokyny.

Dale potvrzujeme, Ze:

a) jsme zabalili sety a vybavili je
odpovidajicimi informacemi pro uZivatele,
véetng ptislunych pokynil od vyrobci;

b) veskera ¢innost podléha ptislu§nym
metodédm vnitinich kontrol a inspekci;

c) sterilizace setl je provadéna v souladu s
pokyny vyrobcti.

Oznameny Subjekt:

Institut pro testovini a certifikaci, a. s.,
tfida Tomase Bati 299, Louky, 763 02 Zlin,
Ceska Republika

Cislo certifikatu: 25 0336 QR/NB
NB 1023

@ www.batist.com

Basic UDI-DI: 8596222PP1384

the compatibility of the devices in the sets were
verified in accordance with the manufacturers'
instructions and that the operations were carried out
in accordance to these instructions.

We further declare that:

a) we packed the sets and supplied relevant
information to users, incorporating relevant
instructions from the manufacturers;

b) the whole activity is subjected to appropriate
methods of internal control and inspection;

c) sterilization of the sets have been carried out
in accordance to the manufacturer's
instructions.

Oznameny Subjekt:

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

Cislo certifikatu: 25 0336 QR/NB
NB 1023

9 info@batist.com
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Piiloha/Attachment
Seznam produkti/List of products

7« batist

MEGICAL PRODUCTIONS

REF Name of product
1230611316 Set koncetinovV 3 sterilni
1230611352A | Set maly zékrok sterilni
1230611386C | Set TEP kolene 5 sterilni
1230611394 Zestaw DHS sterilni
123061C301A | Set kolenni 3 sterilni Klatovy
1230611323A | Set na artroskopii kolene sterilni
1230611326A | Set ramenni 2 sterilni
1230611349A | Set ramenni 3 sterilni
1230611392A | Set ASK rameno 2 sterilni
1230611395B | Set kycelni 13 sterilni
12306113A2 Set ruka/noha 5 sterilni
12306113A3 | Set TEP ky¢le 3 sterilni
1230611363 Set maly ruka/noha sterilni
1230611325A | Set ruka/noha 2 sterilni
1230611381A | Set ramenni 6 sterilni
12306113A4 Set koleno - HK VET sterilni
12306113A5 Set TEP kyCle 4 sterilni
12306113A6 | Set koncetinovy 7 sterilni
12306113A7 Set ASK koleno sterilni

Misto a datum vydani prohliSeni:
Dne 14/11/2025 v Cerveném Kostelci

@ www.batist.com

Place and date of jssue of the declaration:
On 14/11/2025 in Cerveny Kostelec

Zbatist

BATIST Medical Productions 5.5.0.
Nerudeva 744

549 41 Cerveny Kostelec
www,batist.com 15.

Ing. Rudolf Fichtner
QM

9 info@batist.com




