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BATIST Medical a.s.
EU DECLARATION OF CONFORMITY/EU PROHLASENI O SHODE
Packaging and Packaging Waste Regulation (EU) 2025/40 (PPWR) Article 39 and Annex VIII

| EU Declaration of Conformity No./ EU Prohlageni o shodé &. BM_PPWR-DOC-010
Revision/Revize/Date/Datum 01/21.08.2026

1. Unique identification of the packaging/ Jedineéna identifikace obalu
Packaging associated with Medical Device REF(s)/Obal souvisejici se zdravotnickymi prostiedky s nasledujicimi REF:

13201005101, 13201005201, 13201005301, 13201005401, 1320100629, 1326004117, 1326002661, 1326002662,
1326002663, 1326002664, 1326002665

The packaging covered by this Declaration is uniquely identified through the applicable Medical Device REF(s) in
combination with the corresponding Bill of Materials (BOM), packaging specification(s) and/or packaging component
identification maintained by the manufacturer, see Annex 1.

Obal, na ktery se vztahuje toto prohlaseni, je jednoznacné identifikovan prostfednictvim prislusnych REF
zdravotnickych prostiedk( ve spojeni s odpovidajicim kusovnikem (BOM), specifikaci obalu a/nebo identifikaci
obalovych komponent vedenou vyrobcem

2. Manufacturer/Vyrobce

BATIST Medical a.s.
Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

3. Responsibility of the manufacturer/Odpovédnost vyrobce
This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

Toto EU prohlé$eni o shodé je vydavéno na vyhradni odpovédnost vyrobce.

4. Object of the declaration/Pfedmét prohlaseni

The object of this Declaration is the packaging associated with the medical device(s) identified in Section 1 and in
Annex 1, where applicable. The packaging components are defined and controlled through the applicable BOM,
approved packaging specifications and PPWR technical documentation.

Predmétem tohoto prohlaseni je obal souvisejici se zdravotnickym prostiedkem (prostredky) identifikovanym(i) v
oddilu 1 a v pfiloze 1. Obalové komponenty jsou definovény a fizeny prostrednictvim pfislusného kusovniku (BOM),
schvalenych specifikaci obalu a technické dokumentace podie PPWR.

The identification system ensures traceability between the Medical Device REF, applicable BOM and the individual
packaging specifications/components.

Pouzity systém identifikace zajistuje sledovatelnost mezi REF zdravotnického prostiedku, pfislusnym kusovnikem
(BOM) a jednotlivymi specifikacemi a komponentami obalu.
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5. Applicable Union legislation/Pouzitelné pravni pfedpisy Evropské unie

The packaging identified above is in conformity with the applicable requirements of Regulation (EU) 2025/40 of the
European Parliament and of the Council of 19 December 2024 on packaging and packaging waste (PPWR), including
the applicable requirements laid down in or pursuant to Articles 5 to 12.

VySe identifikovany obal je ve shodé s prislusnymi poZadavky nafizeni Evropského parlamentu a Rady (EU) 2025/40
ze dne 19. prosince 2024 o obalech a obalovych odpadech (PPWR), véetné poZadavki stanovenych v &lancich 5 a3
12 nebo prijatych na jejich zékladé.

Medical-device specific provisions / derogations. Where a PPWR derogation or specific provision applies to packaging
used for a medical device, including a sterile barrier system or other safety-critical packaging, the applicability and
justification are documented in the PPWR Technical Documentation. No general precedence of MDR over PPWR is
claimed by this Declaration.

Zvlastni ustanoveni a vyjimky pro zdravotnické prostiedky. Pokud se na obal zdravotnického prostredku, véetné
sterilniho bariérového systému nebo jiného bezpednostné kritického obalu, vztahuje zvid&tni ustanoveni nebo vyjimka
podie PPWR, jsou jejich pouzitelnost a odivodnéni zdokumentovéany v technické dokumentaci PPWR. Timto
prohlasenim neni uplatfiovana zédné obecna prednost nafizeni (EU) 2017/745 (MDR) pried nafizenim (EU) 2025/40
(PPWR).

6. Standards, Technical Specifications and Supporting Documentation/Normy, Technicka
specifikace a podplirna dokumentace

The conformity assessment is supported by applicable standards, technical specifications and supporting
documentation maintained under the manufacturer's Quality Management System.

Posouzeni shody je podioZeno pfislusnymi normami, technickymi specifikacemi a podplirnou dokumentaci vedenou v
ramci systému fizeni kvality vyrobce

Supporting evidence includes, where applicable: applicable European and international standards: approved Bill(s) of
Materials (BOM); approved Packaging Specifications; material specifications; supplier declarations and certificates;
REACH and SVHC declarations, where applicable; declarations regarding recycled content and recyclability, where
applicable; technical reports and test reports; internal PPWR compliance assessments.

Podpdrmné dikazy zahmuji zejména:pfislusné evropské a mezinérodni normy; schvélené kusovniky (BOM); schvélené
specifikace obald; specifikace materiéli; prohlaseni a certifikéty dodavateldl; prohlageni tykajici se REACH a SVHC,
pokud jsou relevantni; prohldseni o obsahu recyklovaného materialu a recyklovatelnosti, pokud jsou relevantni;
technicke zpravy a protokoly o zkouskach; interni posouzeni shody s pozadavky PPWR.

The detailed evidence demonstrating conformity is maintained in the applicable PPWR Technical Documentation
established in accordance with Annex VII of Regulation (EU) 2025/40.

Podrobné diikazy prokazujici shodu jsou uchovévény v piislusné technické dokumentaci PPWR vypracované v
souladu s pfilohou VIl nafizeni (EU) 2025/40.

7. Notified body/Notifkovana osoba

Not applicable, unless notified body involvement is required under applicable Union legislation.
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Nevztahuje se, pokud pfisiusné pravni predpisy Evropské unie nevyZaduji zapojeni notifikované osoby.

8. Additional information/Doplfujici informace

The conformity assessment has been performed in accordance with Article 38 and Annex VI| of Regulation (EU)
2025/40. Supporting technical documentation includes, as applicable, packaging specifications and drawings, BOM,
material composition, supplier documentation, information on substances of concern, recyclability assessment,
recycled content information, test reports/certificates and evidence supporting compliance with the applicable
requirements of Articles 5-12.

Posouzeni shody bylo provedeno v souladu s &lénkem 38 a prilohou VIl nafizeni (EU) 2025/40. Podplirné technicka
dokumentace zahrnuje podie potfeby zejména:specifikace a vykresy oballi; kusovniky (BOM); sloZeni material(;
dokumentaci dodavateli; informace o latkach vzbuzujicich obavy (Substances of Concern — SoC); posouzeni
recyklovatelnosti; informace o obsahu recyklovaného materialu; protokoly o zkouskdach a certifikéty; ditkazy prokazujici
spinéni prislusnych poZadavki 8lankd 5 a2 12.

This Declaration shall be reviewed and updated where changes to packaging design, material composition, supplier,
applicable legislation, standards or technical specifications may affect conformity.

Toto prohlaSeni musi byt pfezkoumano a v pfipadé potieby aktualizovano pii zméné konstrukce obalu, slozeni
materialu, dodavatele, prislusnych prévnich predpisd, norem nebo technickych specifikaci, které mohou oviivnit shodu,

Signature/Podpis

Signed for and on behalf of/Podepsano za BATIST Medical a.s.

Place and date of issue/Misto a datum vydani Cerveny Kostelec B

Name/Jméno Véra ValeSova
|_FunctionIFunkce ) Regulatory Affairs Manager N
LSignatureIPodpis /
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Annex 1_LIST OF MEDICAL DEVICE REFs AND PACKAGING IDENTIFICATION

This Annex forms an integral part of EU Declaration of Conformity No. BM-PPWR-DOC-010.

REF Packaging Material | Composition Sterile or not

100% unbleached virgin softwood sulphite pulp, internal starch
sizing agent, minor mineral fillers, water-based dye (for coloured |
Wrapping Pape variants) or uncoloured natural stock. No plastic coating,
lamination, wax, PFAS or plastic components. All printing

adopts water-based ink only. Material code: 21 PAP.

Solid cardboard spacer board composed of recycled paper
fibre, starch sizing agent, without plastic layers; printed with

Paper Pallet Divider Board | Water-based ink if applicable, material code 21 PAP.

Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
Label-Self-adhesive label | rubber, petroleum resin, naphthenic oil; Base paper: cellulose

1320100510I polymethylvinylisiloxane

C.1. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2- |

Printing ink ethoxyethoxy)ethyl ester; ammonia; 2,4,7,9-tetramethyldec-5-
yne-4,7-diol Non-sterile
|
PE bag Polyethylene
Carton-5 layers yellow Cellulosepulp, water, starch, polyacrylamide,
cardboard box without | styrene/acrylamide copolymer, water-based acrylic resin,
printing pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
Packing tape Main substance: polypropylene
100% unbleached virgin softwood sulphite pulp, internal starch
sizing agent, minor mineral fillers, water-based dye (for coloured
Wrapping Pape variants) or uncoloured natural stock. No plastic coating,
lamination, wax, PFAS or plastic components. All printing
13201005201 adopts water-based ink only. Material code: 21 PAP.

Solid cardboard spacer board composed of recycled paper
Paper Pallet Divider Board | fibre, starch sizing agent, without plastic layers; printed with
water-based ink if applicable, material code 21 PAP.
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Label-Self-adhesive lahel

Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

C.1. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2-

Printing ink ethoxyethoxy)ethyl ester; ammonia; 2,4,7,9-tetramethyldec-5-
yne-4,7-diol
'PE bag Polyethylene R

Carton-5 layers yellow
cardboard box without
printing

Celiulosepulp, water, starch, polyacrylamide,
styrene/acrylamide copolymer, water-based acrylic resin,
pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu

Packing tape

Main substance: polypropylene

13201005301

Wrapping Pape

100% unbleached virgin softwood sulphite pulp, internal starch
sizing agent, minor mineral fillers, water-based dye (for coloured
variants) or uncoloured natural stock. No plastic coating,
lamination, wax, PFAS or plastic components. All printing
adopts water-based ink only. Material code: 21 PAP.

Paper Pallet Divider Board

Solid cardboard spacer board composed of recycled paper
fibre, starch sizing agent, without plastic layers; printed with
water-based ink if applicable, material code 21 PAP.

Label-Self-adhesive label

Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

C.I. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2-

Printing ink ethoxyethoxy)ethyl ester; ammonia; 2,4,7,9-tetramethyldec-5-
yne-4,7-diol
|
PE bag | Polyethylene

Carton-5 layers yellow
cardboard box without
printing

Cellulosepulp, water, starch, polyacrylamide,
styrene/acrylamide copolymer, water-based acrylic resin,
pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu

Packing tape

Main substance: polypropylene

13201005401

Wrapping Pape

100% unbleached virgin softwood sulphite pulp, internal starch
sizing agent, minor mineral fillers, water-based dye (for coloured
variants) or uncoloured natural stock. No plastic coating,
lamination, wax, PFAS or plastic components. All printing
adopts water-based ink only. Material code: 21 PAP.
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Paper Pallet Divider Board

Solid cardboard spacer board composed of recycled paper
fibre, starch sizing agent, without plastic layers: printed with
water-based ink if applicable, material code 21 PAP.

Label-Self-adhesive label

Fabric: cellulose, calcium carbonate, water: Adhesive: SIS
rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

C.1. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2-

prifting ik ethoxyethoxy)ethyl ester; ammonia: 2,4,7,9-tetramethyldec-5-
yne-4,7-diol
PE bag Polyethylene

Carton-5 layers yellow
cardboard box without
printing

Cellulosepulp, water, starch, polyacrylamide,
styrene/acrylamide copolymer, water-based acrylic resin,
pigment, polyvinyl alcohol, viny! acetate copolymer, Fe, Cu

Packing tape

Main substance: polypropylene

Inner Box

Folding boxboard inner carton, base material is solid
paperboard mixed with recycled paper fibre and virgin wood
pulp, internal starch sizing agent, no plastic lamination, plastic
coating or wax. Attached paper label printed with water-based
ink only. All paper substrate and printing ink comply with PPWR
heavy metal requirement sum Pb+Cd+Hg+Cr(V1) €100 mg/kg.
Material identification code: 21 PAP.

Printing ink

C.1. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
ethoxyethoxy)ethyl ester: ammonia; 2,4,7 O-tetramethyldec-5-

1320100629 yne-4,7-diol
Carton-5 layers yellow Cellulosepulp, water, starch, polyacrylamide,
cardboard box without styrene/acrylamide copolymer, water-based acrylic resin,
printing pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
Label-Self-adhesive label | rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane
Packing tape Main substance: polypropylene
1326004117 | PE bag Polyethylene
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[ ‘ Thin paper certificate label attached inside primary packaging, |
used as product qualification mark, auxiliary packaging
Product Qualification component discarded after unpacking. Base material: uncoated
o printing paper made of mixed recycled fibre and virgin wood
Certificate Paper Label pulp with starch sizing agent, plastic-free without lamination or
coating. All printing adopts water-based ink only. Material
‘ identification code 21 PAP.
|
Carton-5 layers yellow | Cellulosepulp, water, starch, polyacrylamide,
cardboard box without | styrene/acrylamide copolymer, water-based acrylic resin,
printing ‘ pigment, polyviny! alcohol, vinyl acetate copolymer, Fe, Cu
| |
| Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
Label-Self-adhesive label | rubber, petroleum resin, naphthenic oil; Base paper: cellulose
‘ polymethylvinylsiloxane
| C.l. Pigment Violet 27; 2-Propenoic acid, polymer with
Printing ink | ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
‘ ethoxyethoxy)ethyl ester: ammonia; 2,4,7 9-tetramethyldec-5-
‘ yne-4,7-diol ‘
Packing tape ‘ Main substance: polypropylene
PE bag ‘ Polyethylene '
‘ Thin paper certificate label attached inside primary packaging,
used as product qualification mark, auxiliary packaging
Product Qualification cqmponent discarded aftgr unpacking. Base mate.ria'l: uncoated
Certificate Paper Label | printing paper made of mixed recycled fibre and virgin wood
‘ pulp with starch sizing agent, plastic-free without lamination or
coating. All printing adopts water-based ink only. Material
‘ identification code 21 PAP.
|
Fabric: cellulose, calcium carbonate, water; Adhesive: SIS N
1326002661 |Label-Self-adhesive label | rubber, petroleum resin, naphthenic oil; Base paper: cellulose ‘ EO Sterile
‘ polymethylvinylsiloxane | [
Carton-5 layers yellow | Cellulosepulp, water, starch, polyacrylamide, ] ‘
cardboard box without styrene/acrylamide copolymer, water-based acrylic resin,
printing ‘ pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
| C.1. Pigment Violet 27: 2-Propenoic acid, polymer with
Printing ink ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
‘ ethoxyethoxy)ethyl ester: ammonia; 2,4,7,9-tetramethyldec-5-
| yne-4,7-diol
Packing tape ‘ Main substance: polypropylene }
[
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PE bag

| Polyethylene

Product Qualification
Certificate Paper Label

' Thin paper certificate label attached inside primary packaging,
used as product qualification mark, auxiliary packaging
component discarded after unpacking. Base material: uncoated |
printing paper made of mixed recycled fibre and virgin wood

pulp with starch sizing agent, plastic-free without lamination or
' coating. All printing adopts water-based ink only. Material
identification code 21 PAP.

Fabric: cellulose, calcium carbonate, water; Adhesive: SIS

1326002662 | Label-Self-adhesive label | rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane
Carton-5 layers yellow Cellulosepulp, water, starch, polyacrylamide,
cardboard box without styrene/acrylamide copolymer, water-based acrylic resin,
printing pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
S AL
C.I. Pigment Violet 27; 2-Propenoic acid, polymer with
Printing ink ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
g ethoxyethoxy)ethyl ester; ammonia; 2,4,7 9-tetramethyldec-5-
| yne-4,7-diol
Packing tape Main substance: polypropylene
PE bag Polyethylene
Thin paper certificate |abel attached inside primary packaging,
used as product qualification mark, auxiliary packaging
I component discarded after unpacking. Base material: uncoated
Product Qualification o . ) .
g printing paper made of mixed recycled fibre and virgin wood
Certificate Paper Label > . ) . o
pulp with starch sizing agent, plastic-free without lamination or
coating. All printing adopts water-based ink only. Material
identification code 21 PAP.
1326002663 | Fabric: cellulose, calcium carbonate, water; Adhesive: SIS

Label-Self-adhesive label

rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

[ Carton-5 layers yellow

cardboard box without
printing

Cellulosepulp, water, starch, polyacrylamide,
styrene/acrylamide copolymer, water-based acrylic resin,
pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu

Printing ink

C.I. Pigment Violet 27; 2-Propenoic acid, polymer with
ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
ethoxyethoxy)ethyl ester; ammonia: 2,4,7 9-tetramethyldec-5-

yne-4,7-diol

PPWR EU Declaration of Conformity | BATIST Medical a.s.

Version:01_06082026
Page8 from 10

@ www.batist.com 9 info@batist.com

2dis G

oup



roup

| Packing tape

‘ Main substance: polypropylene

PE bag

‘ Polyethylene

Product Qualification
Certificate Paper Label

| Thin paper certificate label attached inside primary packaging,

‘ used as product qualification mark, auxiliary packaging
component discarded after unpacking. Base material: uncoated

‘ printing paper made of mixed recycled fibre and virgin wood
pulp with starch sizing agent, plastic-free without lamination or
coating. All printing adopts water-based ink only. Material
identification code 21 PAP.

1326002664 | Label-Self-adhesive label

! Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
‘ rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

Carton-5 layers yellow
cardboard box without

' Cellulosepulp, water, starch, polyacrylamide,
‘ styrene/acrylamide copolymer, water-based acrylic resin,

printing pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
- p— | e
| C.1. Pigment Violet 27; 2-Propenoic acid, polymer with
Printing ink ethenylbenzene and (1-methylethenyl) benzene, 2-(2-
g ethoxyethoxy)ethyl ester; ammonia; 2,4,7 9-tetramethyldec-5-
yne-4,7-diol
Packing tape Main substance: polypropylene
PE bag | Polyethylene

Product Qualification
Certificate Paper Label

1326002665

|
| Thin paper certificate label attached inside primary packaging,
used as product qualification mark, auxiliary packaging
component discarded after unpacking. Base material: uncoated
printing paper made of mixed recycled fibre and virgin wood
pulp with starch sizing agent, plastic-free without lamination or
coating. All printing adopts water-based ink only. Material

‘ identification code 21 PAP.

Label-Self-adhesive label

‘ Fabric: cellulose, calcium carbonate, water; Adhesive: SIS
rubber, petroleum resin, naphthenic oil; Base paper: cellulose
polymethylvinylsiloxane

Carton-5 layers yellow
cardboard box without
printing

w Cellulosepulp, water, starch, polyacrylamide,
styrene/acrylamide copolymer, water-based acrylic resin,
‘ pigment, polyvinyl alcohol, vinyl acetate copolymer, Fe, Cu
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‘ C.1. Pigment Violet 27; 2-Propenoic acid, polymer with |

Printing ink ethenylbenzene and (1-methylethenyl) benzene, 2-(2- ‘
9 ‘ ethoxyethoxy)ethyl ester; ammonia; 2,4,7,9-tetramethyldec-5-
‘ yne-4,7-diol ‘

[ Packing tape | Main substance: polypropylene J
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