
Manufacturer's Declaration

h,{anufacturer,
Donnerstag trade s.r.o
Nademlejnská 60O11,,

Praha 9 - Hloubětín 198 00

Compa ny Registration Nu m ber: a21,43097

Prod uct:
ATGreen Oxygen

The manufacturer decla,res that the intended use of the product is to assist with faťgue,
exhausťon, and stress, The product is not intended for diagnosing, treating, or prevenťng
any disease. Therefore, according to Arťcel 1Section 2, of DlRECT|VE2OOI/83/EC, product is
not considered as a medicinal product. Additionally, under Regulation (EU| 2aú/745 of the
European Parliament and of the Council on medical devices, Article 2, it is not classified as a
medicaldevice.

The produď is subject to Direcťve 2at4l68/Eu of the European Parliament and of the
Council about harmonisation of the laws of the Member States relating to the making
available on the market of pressure equipment. As the product operate§ under low pressure
and volume, it falls under the parameters of Article 4, Subsection 3 - meaning it is neither
marked with the CE mark, nor does the manufacturer issue a declaration of conformity.

A safety data sheet for the product has been prepared in accordance with Directive (EU)

2O15l83O and Regulaťon (EU) L907/2006.

Date: 16.].2.2024

Location: Praha 
.,f"aři,-,.,d@"-"""****"

signature: t Q/':--'ffi l lsa*,""-'irbiffid
Posiťon: Company manager / Statutory L'*qi-r.'ijÉBll



Resources:

0ťRECIME 2W7/83/EC OF THE EUROPEAN PARLLAMENT AND OF THE COUNC\L of 6
November 2001on the Community code relating to medicinal products for human use

T|TLE l DEFINITIONS Article 1

For the purposes of this Directive, the following terms shall bear the following meanings:

1-. Proprietary medicinal product: Any ready-prepared medicinal product placed on the
market under a special name and in a speciol pack.

2. Medicinal product: Any substance or combination of substances presented for treating
or preventing disease in human beings. Any substance or combination of substances
wltich may be administered to human beings with a view to making a medical
diagnosis or to restoring, correcting or modifuing physiological functíons in human
beings is likewise considered.a medicinal product

REGurÁTloN (Eu) 2077/745 oF THE EURoiPEAN PARLIAMENT AND oF THE CaUNCIL af 5
April2077 on medical devices

Article 2

Definitions For the purposes of this Regulation, the following definitions apply:

(1) 'medicaldevice' meons any instrument, applratus, appliance, software, implant, reagent,
material or other article intended by the manufacturer to be used, alone or in combination,
for human beings for one or more of the following specific medical purposes: - díagnasis,
prevention, monitaring, predicťion, prognosis, treatment or alleviation of disegse, *
diagnosis, monitoring, treatment, alleviation of, or compensoťon for, on injury or disability,

- investigation, replacement or modification of the anatomy or of a physiological or
pathological process or stQte, - providing information by means of in vitro examinatian of
specimens derived from the humon body, íncluding organ, blood and tissue donations, and
which does not achieve its principal intended action by pharmacological, immunological or
metabolic meonq in or on the human body, but which may be assisted in its functíon by such
means. The following products shall glso be deemed to be medical devices: - devices for the
control or support of conceptíon; - products specifically intended for the cleaning,
disinfection or sterilisatíon of devíces as referred to in Article qq and of those referred to in
the first paragraph of this point.

D,REcTlvE 2a14/6s/Eu oF THE EUROPEAN PARLIAMENT AND oF THE coUNcIL

of 75 May 2074n the harmonisatíon af the laws of the Member Stdtes relating to the
making available on the mdrket of pressure equípment

\



Article 2

Definiťons For the purpases oí this Direďive, the following definitions shall appty: (1) 'pressure
equipment' means vessels, piping, safety accessories and pressure accessories, including, where
applicable, elements attached to pressurised parts, such as flanges, nozzles, couplings, supports,
lifting lugs; (2) 'vessel' meuns a housing designed and built to contain fluids under pressure including
its direct attachments up to the coupling point connecting it to other equipment; a vessel may be
composed of more than one chamber;

Article 4

Technical req ui re me nts

1. The following pressure equipment shall satisfy the essential safety requiremenťs §eť out in
Annex I:

(a) vessels, except those referred to in point (b), for:

(i) gases, liquefíed gases, gases dissolved under pressure, vopours and also those liquids
whose vapour pressure at the maximum allowable temperature is greater than 0,5 bor above
normal atmospheric pressure (1 013 mbar) within the following límits:

- for fluids in Group 1 with a volume gredter than 1 L and a product of PS and V greater than
25 bar,L, or wítlt a pressure PS greater than 200 bar (Annex tI, table 7),

- for fluids in Group 2, with a volume greoter than 7 L and a product of PS and V is greater
than 5a bar'L or with a pressure PS greater than 7 000 bar, and all portable extinguíshers
and bottles for breathing apparatus (Annex tt, table 2);

(ii) liquids havíng a vapour pressure at the maximum allowabte temperature of not more
than 0,5 bar obove normal atmospheric pressure (1013 mbar) within the foltowing limits:

- for fluids in Group 1 with o ,otrru greater than 7 L and a product of PS and V greater than
2a0 bar'L, or wíth a pressure PS greater than 500 bar (Annex lI, table 3),

- for fluids in Group 2 with a pressure PS greater than 10 bor and a product of is and v
greater thgn 70 1Oa barL, or with o pressure PS greater than 1 000 bar (Annex tl, table 4);

(b) fired or otherwise heated pressure equipment wíth the risk of overheating intended for
generation of steam or superheated water at temperatures higher than 770 "c having o
volume greater than 2 L, and all pressure cookers (Annex lt, table 5);

(c) piping intended for:

(i) gases, liquefíed goses, gases dissolved under pressure, vapours and those tiquids whose
vapour pressure at the maxÍmum allowable temperature is greater than 0,5 bar above
normal atmospheric pressure (1013 mbar) within the follawing limits:

- for fluids in Group 1" with a DN greater than 25 (Annex ll, table 6),

- for fluids in Group 2 wíth a DN greater than j2 and a product of P5 and DN greater than 1
00a bar (Annex ll, table 7);



(ii) liquids having a vapour pressure at the maximum allawable temperoture of not more
than 0,5 bar above normal atmospheric pressure (10X3 mbar) within the following limits:

- for fluids in Group 7 with a DN greater thgn 25 and o product of PS and DN greater than 2
000 bar (Annex ll, table 8),

- for fluids in Group 2 with a PS greater than 10 bar, a DN greater than 200 and a product of
PS and DN greater than 5 O00 bar (Annex ll, table g}.

(d) saíety and pressure accessories intended for equipment covered by points (a), (b), and (c)

including where such equipment is incorporated into an assembly.
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2. The following assemblies which ínclude at least one item of pressure equipment covered by
paragraph 7 shall satisfy the essential safety requiremenťs seť out in Annex l:

(a) assemblíes intended for generating steam or superheated water at a temperature higher
than 770 "C comprising at least one item of fired or otherwise heated pressure equipment
presenting a rísk of overheating;

(b) assemblies other than those referred to in point (a), if the manufacturer intends them to
be made available on the market and put into service as assemblies.

By way of derogaďon from the first subparagraph, assemblies inťended for generating worm
water at temperatures not greater than 710 "C whích ore manuolly fed with solid fuels and
have a PS'V greater than 5a bar'L shall camply with the essential safety requirements
referred to in points 2.70, 2.77, 3.4, 5 (a) and 5 (d) of Annex l.

3. Pressure equipment and assemblies below or equal to the limits set out in points (a), (b)

and (c) of paragraph 1and in paragraph 2 respectively shall be designed gnd manufactured
in accordance with the sound engineering practice of a Member State in order to ensure safe
use. Pressure equipment and assemblies shall be accompanied by adequate instructions for
use.

Without prejudice to ather applicable lJnion harmonisation legislation providing for its
affixing, such equipment or assemblies shall not bear the CE markíng referred to ín Articte 78.


