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CZ: Preklad a stanovisko k stanovisku MZDR 13801/2025 ohledné hyperbarickych
komor.

ENG: Translation and statement of document Ref. No. MZDR 13801/2025, dated 30
May 2025 regarding hyperbaric chambers.

This document provides the English translation of the official position statement issued
by the Ministry of Health of the Czech Republic regarding so-called "mild-HBOT"
procedures (document Ref. No. MZDR 13801/2025, dated 30 May 2025). The translation
closely follows the sense and intent of the original text. However, it is not a literal, word-
for-word translation, as it adapts specific national legal and regulatory nomenclature;
therefore, it should always be interpreted together with the original document.

This translation is officially presented by the Czech Society for Hyperbaric and Aviation
Medicine. It has not been modified in any way to promote subjective interpretations of
the official statement.

Summary provided by the Czech Society for Hyperbaric and Aviation Medicine:

In the Czech Republic, two regulatory pathways exist for the distribution and operation of
oxygen pressure vessels:

1. Medical Devices: Equipment placed on the market as official medical devices,
operated under strict national and European regulations (class llb device) for
healthcare services (e.g., utilized in hospitals or specialized medical practices).
This application is defined as hyperbaric oxygen therapy.

2. General Products: Equipment regulated under general product safety laws, which
explicitly prohibit the provision of healthcare ("treatment"). These vessels are
usually marketed for cosmetic or adjuvant care, currently established under the
term "mild-HBOT."

The official document further details the clinical indications, contraindications, and risks
associated with hyperbaric oxygen therapy.
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In conclusion, statement MZDR 13801/2025 mandates that hyperbaric oxygen
therapy may only be administered in compliance with national regulations governing
the provision of healthcare services. Any other form of administration is prohibited.
Regarding "mild-HBOT" procedures (intended for non-healthcare applications), the
Ministry of Health strongly discourages their use. The primary concerns are the
potential health risks to users and the general safety hazards inherent to the
technical nature of vessel operation, such as fire risks, which carry potentially tragic
consequences.

Full translation follows on the next page.

Attachement: Original document MZDR 13801/2025



Full translation:

The (Czech) Ministry of Health issues this statement for the purpose of unifying the
procedure for regional authorities regarding the assessment of operating hyperbaric
chambers when providing services within the framework of the license trading act (Zakon
C. 455/1991 Sb., o Zivnostenském podnikani (Zivhostensky zakon), ve znéni pozdéjsich
predpisd).

I. Characteristics of hyperbaric chambers and conditions for their placement on the
market in the Czech Republic

Hyperbaric chambers are distributed on the Czech market depending on their designated
purpose and application:

a) Class llb medical devices

b) General products

Class lIb Medical Devices

Hyperbaric chambers distributed on the market in accordance with the European Union
Medical Device Regulation (Regulation (EU) 2017/745 of the European Parliament and of
the Coucil of 5 April 2017 on medical devices, from 5 April, 2017, valid from May 26, 2021)
are considered Class Ilb medical devices and must meet strict safety requirements to
prevent harm to patients, healthcare personnel, and third parties. The manufacturer
assesses their conformity with the MDR requirements with the involvement of a notified
body.

Usually, these are pressure vessels used in healthcare for hyperbaric oxygen therapy
(HBO therapy). Patients inhale pure oxygen at an elevated pressure (usually 1.4-3 ATA),
which allows for significantly higher oxygen absorption in tissues. HBO therapy is used,
for example, to treat carbon monoxide poisoning, decompression sickness, and other
pathological conditions.

Normobaric oxygen therapy, which takes place under normal atmospheric pressure and
is used to treat oxygen deficiency in the patient's body is also considered healthcare.

Regardless of the pressure used and the oxygen concentration in the breathing gas, HBO
therapy is a medical procedure that carries a certain risk of complications and problems
in connection with patient safety and the operating personnel. Like any treatment, it has
specific indications, contraindications, dosage, and potential adverse side effects.

An untreated pneumothorax is an absolute contraindication for HBO therapy; increased
caution is required in patients with diabetes, asthma, chronic obstructive pulmonary
disease (COPD), heart disease, high blood pressure, glaucoma, retinal detachment, and
ear, nose, or throat problems.



Adverse effects may include problems with the lungs, vision, hearing, low blood sugar
levels, as well as tinnitus, barotrauma (tissue damage), confusion, epileptic seizures,
and other significant risks.

Finally, there is also a fire hazard during HBO therapy, as oxygen supports combustion;
forthis reason, strict safety measures must be observed when handling oxygen cylinders,
and smoking is prohibited in their vicinity.

General products

In addition to the hyperbaric chambers mentioned above, general products also exist on
the market. They are referred to as "mild hyperbaric chambers" and usually operate at
pressures lower than 1.4 atmospheres. General products must meet mandatory safety,
quality, and performance requirements in accordance with the relevant legal and safety
standards applicable to this type of product. The intended purpose specified by the
manufacturer must not meet the definition of a medical device, and strict safety
measures must be observed during their use. These usually consist of inflatable tents or
similar structures that utilize lower pressure (than that applied during hyperbaric oxygen
therapy) and compressed air from air generators instead of pure oxygen.

These products are placed on the market in the Czech Republic in accordance with the
general product safety laws (Zakon ¢. 102/2001 Sb., o obecné bezpecnosti vyrobkd, ve
znéni pozdéjsich predpis(), or other legal regulations (Narizeni vliady ¢. 117/2016 Sb., o
posuzovani shody vyrobkl z hlediska elektromagnetické kompability pfi jejich dodavani
natrh)

Il. Definition of hyperbaric oxygen therapy and application possibilities

Exposure of individuals in single or multi-place hyperbaric chambers, combined with the
inhalation of oxygen under elevated atmospheric pressure, is referred to as hyperbaric
oxygen therapy (HBOT, HBO). Itis utilized primarily in the fields of hyperbaric and aviation
medicine, as well as anaesthesiology and intensive care medicine. Oxygen serves as a
medicinal product, and its use and dosage are determined by a physician according to
clearly defined rules, ensuring that the benefits of the treatment outweigh its risks. The
objective is to utilize the lowest effective amount of oxygen according to the individual
needs of the patient, while regularly monitoring their condition. Given the potential
toxicity of oxygen, it may only be administered by qualified healthcare personnel at
specialized workplaces of healthcare service providers in accordance with the
healthcare regulations (Zakon ¢. 372/2011 Sb., o zdravotnich sluzbach a podminkach
jejich poskytovani (zakon o zdravotnich sluZbach), ve znéni pozdéjsich predpisa).

It must be noted that the use of HBO therapy for reasons other than medical treatment is
not possible, as its application by non-healthcare personnel outside of healthcare
facilities is, for the reasons stated above, hazardous to both the patient and the operating
personnel.



Ill. Conclusion

The Ministry of Health issues this statement based on the activities of the working group
for services and activities operated under the trade licensing act (Zakon ¢. 455/1991 Sb.,
o Zivnostenském podnikani (Zivnostensky zakon), ve znéni pozdéjsich predpist) for the
purpose of unifying the procedure of regional authorities when assessing the legitimacy
of hyperbaric chambers use under the general, non-health care regulation based national
laws.

The statement of the Ministry of Health was prepared in accordance with the positions of
professional related institutions (Ceskéa spole&nost hyperbarické a letecké mediciny CLS
JEP, Statni ustav pro kontrolu léCiv, European Committee for Hyperbaric Medicine,
European Underwater and Baromedical Society, American Medical Association, U.S.
Food and Drug Administration) and it is based on scientific data and continuously
updated both in the Czech Republic and at the European level.

The statement implies that:

Hyperbaric oxygen therapy in high-pressure hyperbaric chambers cannot be provided
within activities under the trade licensing act (Zakon ¢&. 455/1991 Sb., o Zivhostenském
podnikani (Zivhostensky zakon), ve znéni pozdéjsich predpist), since, in terms of the
purpose of use, it constitutes healthcare services, which are regulated by specific laws
and regulations.

HBO therapy thus may only be provided under the healthcare services regulations,
notably according to healthcare services act (Zakon ¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani (zakon o zdravotnich sluzbach), ve znéni
pozdéjsich predpisd).

The (Czech) Ministry of Health strongly discourages the use of so-called mild hyperbaric
chambers (these are not hyperbaric chambers in the true sense of the word, but rather
inflatable tents, etc.) within activities falling under the general under the trade licensing
act. The primary reasons are the health risks associated with the administration of oxygen
under pressure without a physician's indication and without the presence of a qualified
healthcare professional.

Safety risks are linked to the danger of fire or explosion in connection with the presence
of oxygen under elevated pressure, leading to subsequent tragic accidents with potential
casualties.
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Stanovisko Ministerstva zdravotnictvi k provozu hyperbarickych komor
v rezimu zivnostenského zakona

Ministerstvo zdravotnictvi vydava toto stanovisko za Ucelem sjednoceni postupu krajskych
urada stran posuzovani opravnénosti provozu hyperbarickych komor
pfi poskytovani sluzeb péce o zdravi a télo v ramci Zivhostenského zakona.'

. Charakteristika hyperbarickych komor a podminky jejich uvadéni
na trh v Ceské republice

Hyperbarické komory jsou uvadény na trh v Ceskeé republice v zavislosti na jejich uréeném
Ucelu a oblasti pouZiti:

a) jako zdravotnické prostiedky tfidy lIb,
b) jako obecné vyrobky.

Zdravotnicke prostiedky tridy llb

Hyperbarické komory uvedené na trh v souladu s nafizenim Evropské Unie (EU)
o zdravotnickych prostfedcich (MDR)? jsou povaZovany za zdravotnické prostiedky tiidy
lIlb a musi splfiovat pfisné bezpecénostni poZzadavky, aby se predeslo poskozeni pacientt,
zdravotniho personalu i tfetich stran. Vyrobce posuzuje jejich shodu s poZadavky nafizeni
MDR? za uéasti oznameného subjektu.

V praxi se jedna o tlakové nadoby pouZivané ve zdravotnictvi k 1éébé hyperbarickou
oxygenoterapii (HBO terapii). Pacienti vdechuiji &isty kyslik (99,5 — 100 %) za zvy$eného
tlaku (obvykle 1,4 — 3 atmosféry), ktery umozZniuje vyrazné vy3si vstiebavani kysliku
v tkanich. HBO terapie se pouZiva napf. k |é¢b& otravy oxidem uhelnatym, kesonové
nemoci a dalSich patologickych stavi.

Zdravotni péé&i je i normobaricka oxygenoterapie, ktera probiha za normalniho tlaku
vzduchu, a pouZiva se k prevenci nebo 1é&b& nedostatku kysliku v téle pacienta nebo
k 1&Ebé tzv. cluster headache (silné bolesti hlavy).

HBO terapie je bez ohledu na pouzity tlak a koncentraci kysliku v dychacim plynu
lékarskym postupem, ktery sebou nese urdité riziko komplikaci a problémU v souvislosti

1 Z&kon €. 455/1991 Sb., o zivnostenském podnikani (Zivnostensky zakon), ve znéni pozdéjsich
piedpist.

2 Medical Devices Regulation (MDR), Regulation (EU) 2017/745 of the European Parliament
and of the Coucil of 5 April 2017 on medical devices, from 5 April, 2017, valid from May 26, 2021.

Ministerstvo zdravotnictvi, Palackého namésti 375/4, 128 01 Praha 2
tel./fax.; +420 224 971 | 11, email: mzer@mzer.cz, www.mzcr.cz
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s bezpeénosti pacientt i1 obsluhujiciho personalu. Jako kazda lé¢ba ma specifické
indikace, kontraindikace, davkovani a pfipadné vedlej§i nepiiznivé uginky.

Absolutni kontraindikaci pro HBO terapii je nelééeny pneumotorax, zvysena
opatrnost je nutna u pacientt s diabetem, astmatem, chronickou obstrukéni plicni nemoci
(CHOPN), srdeé&nimi chorobami, vysokym krevnim tlakem, zelenym zakalem, odchlipenim
sitnice a u problému s usima, nosem nebo krkem.

NeZadouci uéinky mohou zahrnovat problémy s plicemi, zrakem, sluchem, nizkou
hladinou cukru v krvi, rovné&Z tinnitus, barotrauma (po3kozeni tkani), zmatenost,
epileptické zachvaty a dalSi vyznamna rizika.

V neposledni fadé vznika pii HBO terapii také nebezpedi poZaru, protoZe kyslik podporuje
hofeni a ztohoto divodu je nutné dodrzovat pfisnd bezpeénostni opatfeni
pfi manipulaci s kyslikovymi lahvemi a zakaz koufeni v jejich blizkosti.

Kromé vys$e uvedenych hyperbarickych komor na trhu existuji i obecné vyrobky.

Jsou oznadovany jako tzv. mirné hyperbarické komory obvykle pouZivajici tlak niZsi
nez 1,4 atmosféery. Obecné vyrobky musi splfiovat povinné pozadavky na bezpec€nost,
kvalitu a vykon podle pfislusnych pravnich a bezpeénostnich norem vztahujicich
se na tento typ vyrobku. Uréeny uclel stanoveny vyrobcem nesmi naplfiovat definici
zdravotnického prostiedku a pfi jejich pouzivani je nutné dodrZovat prisna bezpeénostni
opatfeni. Obvykle se jedna o nafukovaci stany apod., které pouzivaji nizsi tlak
(nez je aplikovan pfi hyperbarické oxygenoterapii) a stlaeny vzduch z generatoru
vzduchu, misto €istého kysliku.

Tyto vyrobky jsou uvadény na trh v Ceské republice v souladu se z&konem o obecné
bezpecnosti vyrobk(®, pripadné s jinymi pravnimi predpisy*.

Il Vymezeni hyperbarické oxygenoterapie a moznosti jeji aplikace

Expozice osob v hyperbarickych komorach, jedno &i vicemistnych, spojena s inhalaénim
podavani kysliku v podminkach zvyseného atmosférického tlaku je oznacovana jako
hypebaricka oxygenoterapie nebo také hyperbaricka kyslikova terapie (HBO terapie). Je
vyuZivana zejména v oboru pécée hyperbarické a letecké mediciny, anesteziologie a
intenzivni mediciny. Kyslik slouZi jako Ié€ivo a jeho pouZiti a davkovani uruje lékaf za
jasné stanovenych pravidel tak, aby vyhody |écby pievaZovaly nad jejimi riziky. Cilem je

3 Zakon €. 102/2001 Sb., o obecné bezpeénosti vyrobk(, ve zné&ni pozdé&jSich piedpisu.
4 Nafizeni vlady ¢. 117/2016 Sb., o posuzovani shody vyrobk(l z hlediska elektromagnetické
kompability pfi jejich dodavani na trh.
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pouZiti co nejnizsi uéinné koncentrace kysliku podle individualnich potifeb pacienta za
pravidelného monitorovani jeho stavu. Vzhledem k mozZné toxicité kysliku jej muaze
aplikovat pouze kvalifikovany zdravotnicky personal na specializovanych pracovistich
poskytovatell zdavotnich sluZzeb dle zakona o zdravotnich sluzbach®.

Je nutné konstatovat, Ze pouzivani HBO terapie neni mozné z jinych nez lééebnych
davodl, nebot' jeji aplikace nezdravotnickymi pracovniky mimo zdravotnicka zafizeni
je z vyde uvedenych duvodu rizikova pro pacienta i obsluhujici personal.

M. Zaveér

Ministerstvo zdravotnictvi vydava toto stanovisko na zakladé &innosti Pracovni skupinypro
koncepéni  fedeni oblasti zdravotnich sluZzeb a  €innosti  provozovanych
dle Zivnostenského zakona® za Ucelem sjednoceni postupu krajskych Uradu
pfi posuzovani opravnénosti pouZiti hyperbarickych komor pii poskytovani sluzeb péde
o télo a zdravi v ramci Zivnosti v reZimu Zivnostenského zakona'.

Stanovisko Ministerstva zdravotnictvi bylo vytvoifeno v souladu se stanovisky odbornych
spole¢nosti a instituci” a vychazi ze souhrnu udaji o Iédivych pfipravcich, které jsou
registrované pro pouziti pii hyperbarické oxygenoterapii, schvalené na zakladé védeckych
dat a priibé&zné aktualizované v Ceské republice i na Urovni Evropské unie.

Z informaci uvedenych shora tohoto stanoviska vyplyva:

1) Hyperbarickou oxygenoterapii ve vysokotlakych hyperbarickych komorach nelze
poskytovat v ramci éinnosti dle zivhostenského zakona', nebot’ z hlediska Géelu
pouziti se jedna o zdravotni péci poskytovanou v souladu
s § 2 odst. 4 pism. a) zakona o zdravotnich sluzbach® a poskytovani zdravotnich

5 Zaékon ¢. 372/2011 Sb., o zdravotnich sluzbach a podminkach jejich poskytovani (zékon
o zdravotnich sluzbach), ve znéni pozdéjSich predpisu.

6 Pracovni skupina pro koncepéni fe$eni oblasti zdravotnich sluZzeb a ¢&innosti provozovanych
dle zivnostenského zakona je sloZena ze =zastupcl odpovidajicich odbort Ministerstva
zdravotnictvi, Statniho ustavu pro kontrolu IéCiv a Ministerstva prumyslu a obchodu.

7 Ceska spoleénost hyperbarické a letecké mediciny CLS JEP (Strategie rozvoje HBO v CR 2020-
2025, verze platnd od 9. 9. 2020), Statni udstav pro kontrolu Ié€iv, European Comittee
for Hyperbaric Medicine and European Underwater Baromedical Society (Spole¢ne poziéni
stanovisko k pouZivani ,mirné hyperbarické |écby* z prosince 2022), American Medical Association
(Oppose Unsafe Use of “Mild Hyperbaric Therapy” D-270.986, 2022), Food and Drug
Administration (Hyperbaric Oxygen Therapy: Get the Facts, 26. 7. 2021).
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sluzeb je dle § 3 odst. 3 pism. ai) zivnostenského zakona'
Z Zzivnostenskych €innosti vylouéeno.

HBO terapii je mozné poskytovat pouze na zakladé udéleného opravnéni
k poskytovani zdravotnich sluzeb dle zakona o zdravotnich sluzbach®.

2) Ministerstvo zdravotnictvi durazné nedoporuc¢uje pouzivani tzv. mirnych
hyperbarickych komor (nejde o hyperbarické komory v pravém slova smysilu,
nybrz o nafukovaci stany apod.) v ramci &innosti dle Zivhostenského zakona'.
Duvodem jsou piedevdéim zdravotni rizika spojenad s podavanim Kkysliku
pod tlakem bez indikace I|ékafem a bez pFitomnosti kvalifikovaného
zdravotnického pracovnika.

Bezpeénostni__rizika jsou spojena s nebezpe&im pozaru nebo vybuchu
v souvislosti s pfitomnosti kysliku pod vyssim tlakem s naslednymi tragickymi
nehodami s moznymi lidskymi obétmi.

Stanovisko ¢&j. MZDR 13801/2025 ze dne 30. kvétna 2025 vychazi z platné pravni dpravy
ke dni 30. kvétna 2025.
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