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PROH;,ASEI\’H 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, Ze u dotéenych souprav podle
¢l. 22 MDR

SETY CHIRURGICKE

Zakladni UDI-DI: 8596222PP117Y

byla ovéfena vzajemnd kompatibilita prostiedki
v soupravach v souladu s pokyny vyrobci, a Ze je
zajistén jejich provoz v souladu s témito pokyny.

Daéle potvrzujeme, Ze:

a) jsme zabalili soupravy a vybavili je
odpovidajicimi informacemi pro uZzivatele,
véetn€ piislusnych pokynt od vyrobci;

b) veskera ¢innost podléha prislusnym
metodam vnitinich kontrol a inspekci;

c) sterilizace souprav je provadéna v souladu s

pokyny vyrobcil.

Oznidmeny 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

@ www.batist.com

hereby declare that for the relevant procedure packs
in accordance with Article 22 MDR

SURGICAL SETS

Basic UDI-DI: 8596222PP117Y

the compatibility of the devices in the procedure
packs 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 procedure packs 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 procedure packs have
been carried out in accordance to the
manufacturer's instructions.

Notified body:

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

Certificate no.: 25 0336 QR/NB
NB 1023

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

REF Name of product

1230611107A | Set EGK sterilni

1230611108 Set face lift sterilni

12306111A4 | Set pro transplantaci ledvin sterilni/Nierenset mit Tuch
12306111A7A | Set ABD-biisni operace a LSK-laparoskpické operace
12306111A8 Set face lift 4 sterilni

12306111A9 | Set Midline sterilni

12306111B0 | Set transplantadni sterilni

12306111B3 Set PLAST - malé vykony sterilni
1230611128 Set laparoskopicky - bariatrie sterilni
1230611136 Set univerzalni 2 sterilni
1230611166A | Set prevazovy - popéaleniny sterilni
12306111B4 | Set karpalni sterilni

12306111A6 Set pro transplantaci jater/Set fiir Lebertransplantation sterilni
1230611190 Set k zavedeni hrudniho drénu sterilni
1230613313A | Souprava rucnik, kompres sterilni
1230611137 Set liposukce sterilni

1230611140B | Set laparotomicky 2 sterilni Klatovy
1230611144 Set obli¢ejovy sterilni

1230611145 Set plasticky sterilni

1230611174A | Set na porty sterilni

1230611183 Set UNI sterilni

1230611187B | Set cievny sterilni

1230611194 Set pro odbér organ sterilni
1230611196 Set MAMMA sterilni

1230611198A | Set velka sada sterilni

1230611199 Set pétef sterilni

12306111B1 Set Hrudni drendz sterilni
12306111B2 Set na varixy 12 sterilni

12306111B6 | Souprava incizni félie 30x20cm sterilni
1230611187 Souprava incizni félie 45x20cm sterilni
12306111B8 Souprava incizni félie 40x35cm sterilni
12306111B9 Souprava incizni félie 50x50cm sterilni
12306111C1 Souprava incizni félie 50x65cm sterilni
12306111C2 Set univerzalni laparoskopicky sterilni
12306111C4 Set velké bficho — HK VET sterilni
12306111C5 Set univerzalni — HK VET sterilni

Misto a datum vydani prohlaSeni:

Dne 17/10/2025 v Cerveném Kostelci

@ www.batist.com

Place and date of issue of the i
On 17/10/2025 in Cerveny Kos Medical Productions s..0.
o Nerudova 744
% 549 41 Cerveny Kostelec
www,batlst.com 15

Ing. Rudolf Fichtner
QM

e info@batist.com



