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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Actynox 50 % / 50 % V/V | NL/H/3036/001 89/1033/16-C AIR PRODUCTS SPOL. S.R.O. cz
medicinalni plyn, stlaceny
Actynox 50 %/50 % v/v NL/H/3036/001 05/0234/17-S AIR PRODUCTS SLOVAKIA S SK
medicindlny plyn stlaceny R. O.
Actynox 50 %/50 % v/v, NL/H/3036/001 BE 463937 AIR PRODUCTS S.A/N.V. BE
gaz médicinal comprimé
ACTYNOX 50 %/50 % v/v, | NL/H/3036/001 NL45839 AIR PRODUCTS S.A.S FR
gaz médicinal comprimé
Actynox 50%/50% gas NL/H/3036/001 79717 S.E. CARBUROS METALICOS, ES
comprimido medicinal S.A.
Actynox 50%/50% v/v NL/H/3036/001 BE 463937 AIR PRODUCTS S.A/N.V. BE
Gas zur medizinischen
Anwendung,
druckverdichtet
Actynox 50%/50% v/v NL/H/3036/001 BE 463937 AIR PRODUCTS S.A/N.V. BE
medicinaal gas,
samengeperst
Actynox 50%/50% v/v, NL/H/3036/001 5624218 GASIN II GASES PT
Gas medicinal comprimido INDUSTRIAIS UNIPESSOAL

LDA.
Actynox 50%/50% v/v, NL/H/3036/001/DC 5624200 GASIN II GASES PT

Géas medicinal comprimido

INDUSTRIAIS UNIPESSOAL
LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Actynox 50%/50% v/v, NL/H/3036/001/DC 5624176 GASIN II GASES PT
Gas medicinal comprimido INDUSTRIAIS UNIPESSOAL

LDA.
Actynox 50%/50% v/v, NL/H/3036/001/DC 5624168 GASIN II GASES PT
Gas medicinal comprimido INDUSTRIAIS UNIPESSOAL

LDA.
Actynox, 50%/50% v/v, NL/H/3036/001 RVG 114145 AIR PRODUCTS NEDERLAND NL
medicinaal gas, B.V.
samengeperst
Antafil 50 %/50 % v/v NL/H/2233/001 BE424426 SOL SPA BE
Gas zur medizinischen
Anwendung,
druckverdichtet
Antafil 50 %/50 % v/v NL/H/2233/001 BE424435 SOL SPA BE
Gas zur medizinischen
Anwendung,
druckverdichtet
Antafil 50%/50% v/v NL/H/2233/001 BE424435 SOL SPA BE
medicinaal gas,
samengeperst
Antafil 50%/50% v/v NL/H/2233/001 BE424426 SOL SPA BE
medicinaal gas,
samengeperst
Antafil 50%/50% v/v, gaz | NL/H/2233/001 BE424426 SOL SPA BE

meédicinal comprimé
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Antafil 50%/50% v/v, gaz | NL/H/2233/001 BE424435 SOL SPA BE

meédicinal comprimé

Antafil 50%/50% v/v, gaz | NL/H/2233/001 2012100084 SOL SPA LU

médicinal comprimé

ANTASOL 135, gaz pour not available 562 165-2 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 135, gaz pour not available 396 424-7 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 135, gaz pour not available 396 425-3 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 135, gaz pour not available 563 387-9 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 135, gaz pour not available 564 423-9 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 135, gaz pour not available 564 439-2 SOL FRANCE FR

inhalation, en bouteille

ANTASOL 180, gaz pour not available 417 797-1 SOL FRANCE FR

inhalation, en bouteille
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ANTASOL 180, gaz pour not available 417 798-8 SOL FRANCE FR
inhalation, en bouteille

AZOTO PROTOSSIDO AIR | not available 039300037 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300049 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300076 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300088 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300090 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR not available 039300102 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300114 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300126 AIR LIQUIDE SANTE IT

LIQUIDE SANITA, gas
medicinale liquefatto

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO AIR | not available 039300138 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300037 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300049 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300076 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300088 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300090 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300102 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300114 AIR LIQUIDE SANTE IT
LIQUIDE SANITA, gas INTERNATIONAL

medicinale liquefatto

AZOTO PROTOSSIDO AIR | not available 039300126 AIR LIQUIDE SANTE IT

LIQUIDE SANITA, gas
medicinale liquefatto

INTERNATIONAL
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Product Name (in

authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO AIR

LIQUIDE SANITA, gas
medicinale liquefatto

not available

039300138

AIR LIQUIDE SANTE
INTERNATIONAL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294018

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294032

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294020

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294057

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294069

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294044

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294071

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294083

LINDE MEDICALE SRL

IT
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Product Name (in

authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294095

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294107

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294119

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294121

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294133

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294018

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294032

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294020

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294057

LINDE MEDICALE SRL

IT

List of nationally authorised medicinal products

EMA/96569/2021

Page 8/136




Product Name (in

authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294069

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294044

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294071

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294083

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294095

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294107

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294119

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294121

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294133

LINDE MEDICALE SRL

IT
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Product Name (in

authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294018

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294032

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294020

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294057

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294069

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294044

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294071

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294083

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294095

LINDE MEDICALE SRL

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294107

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294119

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294121

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
LINDE MEDICALE gas
medicinale liquefatto

not available

039294133

LINDE MEDICALE SRL

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299019

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299021

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liguefatto

not available

039299033

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299045

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liguefatto

not available

039299058

MEDICAIR ITALIA S.R.L.

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299060

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liguefatto

not available

039299072

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299084

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299096

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299108

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liquefatto

not available

039299110

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
MEDICAIR gas medicinale
liguefatto

not available

039299122

MEDICAIR ITALIA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292127

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292089

RIVOIRA PHARMA S.R.L.

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292115

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292103

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292091

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292077

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292065

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292053

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292040

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292038

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292026

RIVOIRA PHARMA S.R.L.

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO
RIVOIRA PHARMA gas
medicinale liquefatto

not available

039292014

RIVOIRA PHARMA S.R.L.

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296114

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296013

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296025

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296037

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296049

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296052

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296064

SAPIO LIFE SRL

IT

AZOTO PROTOSSIDO
SAPIO LIFE gas
medicinale liquefatto

not available

039296076

SAPIO LIFE SRL

IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO not available 039296088 SAPIO LIFE SRL IT
SAPIO LIFE gas

medicinale liquefatto

AZOTO PROTOSSIDO not available 039296090 SAPIO LIFE SRL IT
SAPIO LIFE gas

medicinale liquefatto

AZOTO PROTOSSIDO not available 039296102 SAPIO LIFE SRL IT
SAPIO LIFE gas

medicinale liquefatto

AZOTO PROTOSSIDO not available 039291024 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291125 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291113 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291101 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liguefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291099 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291087 SOCIETA' ITALIANA IT

SIAD gas medicinale
liguefatto

ACETILENE E DERIVATI
S.I.A.D. S.P.A.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
AZOTO PROTOSSIDO not available 039291075 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liguefatto S.I.A.D. S.P.A.

AZOTO PROTOSSIDO not available 039291063 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liguefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291051 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liguefatto S.I.A.D. S.P.A.

AZOTO PROTOSSIDO not available 039291048 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 039291036 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liguefatto S.I.A.D. S.P.A.

AZOTO PROTOSSIDO not available 039291012 SOCIETA' ITALIANA IT
SIAD gas medicinale ACETILENE E DERIVATI

liquefatto S.I.LA.D. S.P.A.

AZOTO PROTOSSIDO not available 045646015 SICO - SOCIETA ITALIANA IT
SICO gas medicinale CARBURO OSSIGENO S.P.A.
liquefatto.

AZOTO PROTOSSIDO not available 045646027 SICO - SOCIETA ITALIANA IT
SICO gas medicinale CARBURO OSSIGENO S.P.A.
liquefatto.

AZOTO PROTOSSIDO not available 045646041 SICO - SOCIETA ITALIANA IT
SICO gas medicinale CARBURO OSSIGENO S.P.A.
liquefatto.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO not available 045646054 SICO - SOCIETA ITALIANA IT
SICO gas medicinale CARBURO OSSIGENO S.P.A.
liquefatto.

AZOTO PROTOSSIDO SOL | not available 039290010 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 0392900022 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290034 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290046 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290059 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290061 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290073 SOL SPA IT
gas medicinale liquefatto

AZOTO PROTOSSIDO SOL | not available 039290085 SOL SPA IT

gas medicinale liquefatto
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZOTO PROTOSSIDO SOL
gas medicinale liquefatto

not available

039290097

SOL SPA

IT

AZOTO PROTOSSIDO SOL
gas medicinale liquefatto

not available

039290109

SOL SPA

IT

AZOTO PROTOSSIDO SOL
gas medicinale liquefatto

not available

039290111

SOL SPA

IT

AZOTO PROTOSSIDO SOL
gas medicinale liquefatto

not available

039290123

SOL SPA

IT

DIAZOTO OKSIDAS ELME
MESSER GAAS 100 %
suskystintosios
medicininés dujos

not available

LT/1/11/2556/002

UAB ELME MESSER LIT

LT

DIAZOTO OKSIDAS ELME
MESSER GAAS 100 %
suskystintosios
medicininés dujos

not available

LT/1/11/2556/001

UAB ELME MESSER LIT

LT

Diazoto oksidas Gaschema
100 % suskystintosios
medicininés dujos

not available

LT/1/19/4385/001

GASCHEMA

LT

Diazoto oksidas Gaschema
100 % suskystintosios
medicininés dujos

not available

LT/1/19/4385/002

GASCHEMA

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Diazoto oksidas Gaschema | not available LT/1/19/4385/003 GASCHEMA LT
100 % suskystintosios
medicininés dujos

Dilammastikoksiid, 100% not available 330800 ELME MESSER GAAS EE
meditsiiniline gaas,
veeldatud.

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/01 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/02 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolyédsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/03 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolyédsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/04 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/05 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolyédsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/06 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott
orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/07 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolyédsitott
orvosi gaz
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/08

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/09

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/10

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/11

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/12

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/13

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/14

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/15

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/16

AIR PRODUCTS SPOL. S.R.O.

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/17

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/18

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/19

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/20

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/21

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/22

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/23

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/24

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/25

AIR PRODUCTS SPOL. S.R.O.

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/26

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/27

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/28

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/29

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/30

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/31

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/32

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/33

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/34

AIR PRODUCTS SPOL. S.R.O.

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/35

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/36

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/37

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/38

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/39

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/40

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/41

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/42

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/43

AIR PRODUCTS SPOL. S.R.O.

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/44

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/45

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/46

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/47

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/48

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/49

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/50

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolydsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/51

AIR PRODUCTS SPOL. S.R.O.

HU

Dinitrogén-oxid Air
Products cseppfolyédsitott
orvosi gaz

NL/H/0862/001

OGYI-T-22203/52

AIR PRODUCTS SPOL. S.R.O.

HU
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/53 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott

orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/54 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott

orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/55 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott

orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/56 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott

orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/57 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolyédsitott

orvosi gaz

Dinitrogén-oxid Air NL/H/0862/001 OGYI-T-22203/58 AIR PRODUCTS SPOL. S.R.O. HU
Products cseppfolydsitott

orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/09 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy not available OGYI-T-22411/01 BUS-OXY EGESZSEGUGYI HU
100 v/V % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid Bus-Oxy
100 v/v %
cseppfolydsitott orvosi gaz

not available

OGYI-T-22411/02

BUS-OXY EGESZSEGUGYI
GAZFORGALMAZO KFT.

HU

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/03 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/04 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/05 BUS-OXY EGESZSEGUGYI HU
100 v/V % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/06 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/07 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Bus-Oxy | not available OGYI-T-22411/08 BUS-OXY EGESZSEGUGYI HU
100 v/v % GAZFORGALMAZO KFT.
cseppfolydsitott orvosi gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/01 LINDE GAZ MAGYARORSZAG | HU

cseppfolydsitott Orvosi
Gaz

ZRT.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/02 LINDE GAZ MAGYARORSZAG HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/03 LINDE GAZ MAGYARORSZAG | HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/04 LINDE GAZ MAGYARORSZAG | HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/05 LINDE GAZ MAGYARORSZAG HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/06 LINDE GAZ MAGYARORSZAG | HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/07 LINDE GAZ MAGYARORSZAG HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/08 LINDE GAZ MAGYARORSZAG | HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/09 LINDE GAZ MAGYARORSZAG HU
cseppfolydsitott Orvosi ZRT.

Gaz

Dinitrogén-oxid Linde CZ/H/0260/001 OGYI-T-21090/10 LINDE GAZ MAGYARORSZAG HU

cseppfolydsitott Orvosi
Gaz

ZRT.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Dinitrogén-oxid MESSER
cseppfolydsitott orvosi gaz

not available

OGYI-T-21825/02

MESSER HUNGAROGAZ KFT

HU

Dinitrogén-oxid MESSER not available OGYI-T-21825/03 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/04 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/05 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/06 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/07 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/08 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/09 MESSER HUNGAROGAZ KFT HU
cseppfolydsitott orvosi gaz
Dinitrogén-oxid MESSER not available OGYI-T-21825/01 MESSER HUNGAROGAZ KFT HU

cseppfolydsitott orvosi gaz
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Dinitrogén-oxid SIAD CZ/H/0301/001 OGYI-T-21703/01 SIAD HUNGARY GAZOKAT HU
cseppfolydsitott orvosi gaz FORGALMAZO ES TERMELO

KFT.
Dinitrogén-oxid SIAD CzZ/H/0301/001 OGYI-T-21703/02 SIAD HUNGARY GAZOKAT HU
cseppfolydsitott orvosi gaz FORGALMAZO ES TERMEL®

KFT.
Dinitrogén-oxid SIAD CzZ/H/0301/001 OGYI-T-21703/03 SIAD HUNGARY GAZOKAT HU
cseppfolydsitott orvosi gaz FORGALMAZO ES TERMELO

KFT.
Dinitrogén-oxid SIAD CZ/H/0301/001 OGYI-T-21703/04 SIAD HUNGARY GAZOKAT HU
cseppfolydsitott orvosi gaz FORGALMAZO ES TERMEL®

KFT.
DINITROX, 100% v/v, Gas | not available BE218793 AIR PRODUCTS S.A/N.V. BE
fir medizinische Zwecke,
verflissigt
DINITROX, 100% v/v, Gas | not available BE218802 AIR PRODUCTS S.A/N.V. BE
fir medizinische Zwecke,
verfllssigt
DINITROX, 100% v/v, gaz | not available BE218793 AIR PRODUCTS S.A/N.V. BE
liquide a usage médical
DINITROX, 100% v/v, gaz | not available BE218802 AIR PRODUCTS S.A/N.V. BE
liqguide a usage médical
DINITROX, 100% v/v, not available BE218793 AIR PRODUCTS S.A/N.V. BE

medicinaal gas, vloeibaar
gemaakt
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

DINITROX, 100% v/v,
medicinaal gas, vloeibaar
gemaakt

not available

BE218802

AIR PRODUCTS S.A/N.V.

BE

Distickstoff Oxid AIR
PRODUCTS, 100% v/v,
Gas fur medizinische
Zwecke, verflussigt

not available

BE226082

AIR PRODUCTS S.A/N.V.

BE

Distickstoff Oxid AIR
PRODUCTS, 100% v/v,
Gas flir medizinische
Zwecke, verflissigt

not available

BE226073

AIR PRODUCTS S.A/N.V.

BE

Distickstoff Oxid AIR
PRODUCTS, 100% v/v,
Gas fur medizinische
Zwecke, verflussigt

not available

BE190924

AIR PRODUCTS S.A/N.V.

BE

Distickstoffmonoxid fur
medizinische Zwecke

not available

2349.99.99

WESTFALEN AG

DE

Distickstoffmonoxid fur
medizinische Zwecke

not available

2349.99.99

WESTFALEN AG

DE

Distickstoffmonoxid fur
medizinische Zwecke

not available

2349.99.99

NIPPON GASES
DEUTSCHLAND GMBH

DE

Distickstoffmonoxid fur
medizinische Zwecke

not available

2349.99.99

NIPPON GASES
DEUTSCHLAND GMBH

DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Distickstoffmonoxid
medicAL 100 % (V/V) Gas
zur medizinischen
Anwendung,
druckverdichtet

not available

6196262.00.00

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL 100 % (V/V) Gas
zur medizinischen
Anwendung,
druckverdichtet

not available

6196262.00.00

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

Distickstoffmonoxid
medicAL fir medizinische
Zwecke

not available

2349.99.99-5018033

AIR LIQUIDE MEDICAL GMBH

DE

List of nationally authorised medicinal products

EMA/96569/2021

Page 31/136




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Distickstoffmonoxid NL/H/2783/001 BE433596 SOL SPA BE

medizinisch SOL 100 %

v/v, Gas zur

medizinischen

Anwendung, verflissigt

Distickstoffmonoxid not available 87373.00.00 MESSER INDUSTRIEGASE DE

Messer 100% Gas zur GMBH

medizini-schen

Anwendung, verflissigt

Distickstoffmonoxid not available 87373.00.00 MESSER INDUSTRIEGASE DE

Messer 100% Gas zur GMBH

medizini-schen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE

Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE

Nippon Gases 100 % Gas
zur medizinischen
Anwendung, verflissigt

DEUTSCHLAND GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE

Nippon Gases 100 % Gas
zur medizinischen
Anwendung, verflissigt

DEUTSCHLAND GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid PT/H/0377/001 2200178.00.00 NIPPON GASES DE
Nippon Gases 100 % Gas DEUTSCHLAND GMBH

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid IS/H/0124/001 89306.00.00 STRANDM@LLEN A/S DE
Strandmoéllen 100 % Gas

zur medizinischen

Anwendung, verflissigt

Distickstoffmonoxid DE/H/5319/001 139456 WESTFALEN AG AT
Westfalen 100 % Gas zur

medizinischen

Anwendung, verflissigt

Distickstoffmonoxid DE/H/5319/001 139456 WESTFALEN AG AT

Westfalen 100 % Gas zur
medizinischen
Anwendung, verflissigt
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Distickstoffmonoxid
Westfalen 100 % Gas zur
medizinischen
Anwendung, verflissigt

DE/H/5319/001

2200639.00.00

WESTFALEN AG

DE

Distickstoffmonoxid
Westfalen 100 % Gas zur
medizinischen
Anwendung, verflissigt

DE/H/5319/001

2200639.00.00

WESTFALEN AG

DE

Distikstofoxide medicinaal
Air Liquide, medicinaal
gas, vloeibaar gemaakt
100% v/v

not available

RVG 30359

AIR LIQUIDE SANTE
INTERNATIONAL

NL

Distikstofoxide medicinaal
Air Liquide, medicinaal
gas, vloeibaar gemaakt
100% v/v

not available

RVG 30359

AIR LIQUIDE SANTE
INTERNATIONAL

NL

Distikstofoxide medicinaal
AIR PRODUCTS, 100%
v/v, medicinaal gas,
vloeibaar gemaakt

not available

BE190924

AIR PRODUCTS S.A/N.V.

BE

Distikstofoxide medicinaal
AIR PRODUCTS, 100%
v/v, medicinaal gas,
vloeibaar gemaakt

not available

BE226073

AIR PRODUCTS S.A/N.V.

BE

List of nationally authorised medicinal products

EMA/96569/2021

Page 35/136




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Distikstofoxide medicinaal
AIR PRODUCTS, 100%
v/v, medicinaal gas,
vloeibaar gemaakt

not available

BE226082

AIR PRODUCTS S.A/N.V.

BE

Distikstofoxide medicinaal
AIR PRODUCTS, 100%
v/v, medicinaal gas,
vloeibaar gemaakt

NL/H/0862/001

RVG 32959

AIR PRODUCTS NEDERLAND

B.V.

NL

Distikstofoxide Medicinaal
SOL, 100% v/v,
medicinaal gas, vloeibaar
gemaakt

NL/H/2783/001

BE433596

SOL SPA

BE

Distikstofoxide medicinaal
SOL, medicinaal gas,
vloeibaar gemaakt 100%
v/v

NL/H/2783/01/MR

RVG 32961

SOL SPA

NL

Distikstofoxide Messer
100% v/v, medicinaal
gas, vloeibaar gemaakt

NL/H/2606/001

BE437902

MESSER BELGIUM N.V.

BE

Distikstofoxide Westfalen
100% v/v viloeibaar
gemaakt medicinaal gas

DE/H/5319/001

RVG 123291

WESTFALEN AG

NL

Distikstofoxide Westfalen
100% v/v vloeibaar
gemaakt medicinaal gas

DE/H/5319/001

RVG 123291

WESTFALEN AG

NL
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa 50 %/50 % gas NL/H/2233/001 81047 SOL SPA ES
comprimido medicinal.

Donopa 50 %/50 % Gas NL/H/2233/001 84903.00.00 SOL SPA DE
zur medizinischen

Anwendung,

druckverdichtet

Donopa 50 %/50 % v/v NL/H/2233/001/DC 137455 SOL SPA AT
Gas zur medizinischen

Anwendung,

druckverdichtet

Donopa 50%/50% v/v gas | NL/H/2233/001 041095011 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095023 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095035 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095047 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095050 SOL SPA IT

medicinale compresso
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa 50%/50% v/v gas | NL/H/2233/001 041095062 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095074 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095086 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095098 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095100 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095112 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095124 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095136 SOL SPA IT

medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095148 SOL SPA IT

medicinale compresso
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Donopa 50%/50% v/v gas | NL/H/2233/001 041095151 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v gas | NL/H/2233/001 041095163 SOL SPA IT
medicinale compresso

Donopa 50%/50% v/v NL/H/2233/001 RVG 109415 SOL SPA NL
medicinaal gas,
samengeperst.

Donopa 50%/50% v/v NL/H/2233/001/DC 20160332 SOL SPA BG
medicinal gas,
compressed

Donopa 50%/50% v/v NL/H/2233/001 PL 35326/0009 SOL SPA UK
medicinal gas,
compressed

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/01 SOL SPA HU
tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/02 SOL SPA HU
tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/03 SOL SPA HU
tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/04 SOL SPA HU
tulnyomasos orvosi gaz
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/05 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/06 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OLGI-T-23041/07 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/08 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/09 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/10 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/11 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/12 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/13 SOL SPA HU

tulnyomasos orvosi gaz
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/14 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/15 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% v/v NL/H/2233/001 OGYI-T-23041/16 SOL SPA HU

tulnyomasos orvosi gaz

Donopa 50%/50% V/V, NL/H/2233/001 HR-H-796602530 SOL SPA HR

medicinski plin, stlacen

Donopa, 50 %/50 % v/v, NL/H/2233/001 PA1848/003/001 SOL SPA IE

medicinal gas,

compressed

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/001 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/002 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/003 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/004 SOL SPA SI

medicinski plin, stisnjeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/005 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/006 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/007 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/008 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/009 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/010 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/011 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/012 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/013 SOL SPA SI

medicinski plin, stisnjeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/014 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/015 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/016 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/017 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/018 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/019 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/020 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/021 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/022 SOL SPA SI

medicinski plin, stisnjeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/023 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/024 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/025 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/026 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/027 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/028 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/029 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/030 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/031 SOL SPA SI

medicinski plin, stisnjeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Donopa, 50 %/50 % v/v, NL/H/2233/001 H/16/02213/032 SOL SPA SI

medicinski plin, stisnjeni

Donopa, 50 %/50 % v/v, NL/H/2233/001 85893/15/21-02-2018 SOL SPA GR

1aTPIKO A€PIO, NEMIECHEVO.

Dusic¢ni oksidul Messer, not available HR-H-657282253 MESSER CROATIA PLIN HR

medicinski plin, ukapljen D.0.0.

Dusicni oksidul UTP, not available UP/I-530-09/11-02/342 UTP HR

najmanje 98,0% V/V,

medicinski plin, ukapljen

Entonox not available PA 0208/005/001 BOC GASES IRELAND LTD 1IE

Entonox not available PL 00735/ 5017R BOC LTD UK

ENTONOX 170 bar, gaz not available 34009 224 107 3 9 LINDE FRANCE S.A. FR

pour inhalation, en

bouteille

ENTONOX 170 bar, gaz not available 34009 224 1096 8 LINDE FRANCE S.A. FR

pour inhalation, en

bouteille

ENTONOX 170 bar, gaz not available 34009 582958 8 1 LINDE FRANCE S.A. FR

pour inhalation, en
bouteille
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/003

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/004

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/005

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/006

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/007

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/008

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/003

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/004

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/005

LINDE SVERIGE AB

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/006

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/007

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/008

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/003

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/004

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/005

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/006

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/007

LINDE SVERIGE AB

LT

ENTONOX 50 % / 50 %
suslegtosios medicinines
dujos

SE/H/0831/001

LT/1/14/3586/008

LINDE SVERIGE AB

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ENTONOX 50 %/50 %, SE/H/0831/001 05/0628/10-S LINDE SVERIGE AB SK

medicinalny plyn stlaceny

ENTONOX 50 %/50 %, SE/H/0831/001 05/0628/10-S LINDE SVERIGE AB SK

medicinalny plyn stlaceny

ENTONOX 50 %/50 %, SE/H/0831/001 05/0628/10-S LINDE SVERIGE AB SK

medicinalny plyn stlaceny

Entonox 50%/50% gas SE/H/0831/001 71597 LINDE SVERIGE AB ES

medicinal comprimido

Entonox 50%/50% gas SE/H/0831/001 71597 LINDE SVERIGE AB ES

medicinal comprimido

Entonox 50%/50% gas SE/H/0831/001 71597 LINDE SVERIGE AB ES

medicinal comprimido

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/03 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/04 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/05 LINDE SVERIGE AB RO

medicinal comprimat
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Entonox 50%/50% gaz SE/H/0831/001 5707/2013/06 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/07 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/08 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/03 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/04 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/05 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/06 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/07 LINDE SVERIGE AB RO

medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/08 LINDE SVERIGE AB RO

medicinal comprimat

List of nationally authorised medicinal products

EMA/96569/2021

Page 49/136




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Entonox 50%/50% gaz SE/H/0831/001 5707/2013/03 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/04 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/05 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/06 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/07 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% gaz SE/H/0831/001 5707/2013/08 LINDE SVERIGE AB RO
medicinal comprimat

Entonox 50%/50% SE/H/0831/001 14-0155 LINDE SVERIGE AB LV
mediciniska gaze,

saspiesta

Entonox 50%/50% SE/H/0831/001 14-0155 LINDE SVERIGE AB LV
mediciniska gaze,

saspiesta

Entonox 50%/50% SE/H/0831/001 14-0155 LINDE SVERIGE AB LV

mediciniska gaze,
saspiesta
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ENTONOX 50%/50% SE/H/0831/001 846714 LINDE SVERIGE AB EE
meditsiiniline surugaas

ENTONOX 50%/50% SE/H/0831/001 846714 LINDE SVERIGE AB EE
meditsiiniline surugaas

ENTONOX 50%/50% SE/H/0831/001 846714 LINDE SVERIGE AB EE
meditsiiniline surugaas

ENTONOX 50%/50% SE/H/0831/001 20895 LINDE SVERIGE AB cY
(PAPUAKEUTIKO agplo,

OUMNIECHEVO

ENTONOX 50%/50% SE/H/0831/001 20895 LINDE SVERIGE AB CY
(PAPUAKEUTIKO agplo,

OUMMNIECHEVO

ENTONOX 50%/50% SE/H/0831/001 20895 LINDE SVERIGE AB cY
(PAPUAKEUTIKO aéplo,

OUMNIECHEVO

ENTONOX 50%/50% SE/H/0831/001 59465 / 29-08-2016 LINDE SVERIGE AB GR
(PAPUAKEUTIKO agplo,

OUMNIECHEVO.

ENTONOX 50%/50% SE/H/0831/001 59465 / 29-08-2016 LINDE SVERIGE AB GR
(PAPHAKEUTIKO AEPIO,

OUMNIECHEVO.

ENTONOX 50%/50% SE/H/0831/001 59465 / 29-08-2016 LINDE SVERIGE AB GR

(PAPUAKEUTIKO agplo,
OUMMNIECHEVO.
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Entonox 50%/50%, SE/H/0831/001 89/822/10-C LINDE SVERIGE AB cz

medicinalni plyn stlaceny

Entonox 50%/50%, SE/H/0831/001 89/822/10-C LINDE SVERIGE AB cz

medicinalni plyn stlaceny

Entonox 50%/50%, SE/H/0831/001 89/822/10-C LINDE SVERIGE AB cz

medicinalni plyn stlaceny

Entonox, 50% + 50%, SE/H/0831/001 16433 LINDE SVERIGE AB PL

gaz medyczny sprezony

Entonox, 50% + 50%, SE/H/0831/001 16433 LINDE SVERIGE AB PL

gaz medyczny sprezony

Entonox, 50% + 50%, SE/H/0831/001 16433 LINDE SVERIGE AB PL

gaz medyczny sprezony

Equanox not available PL 15929/0008 AIR LIQUIDE LTD UK

Equanox not available PL 15929/0008 AIR LIQUIDE LTD UK

Equanox not available PL 15929/0008 AIR LIQUIDE LTD UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KALINOX 170 BAR not available RVG 30361 AIR LIQUIDE SANTE NL
500/0/500/0 (v/v), INTERNATIONAL

medicinaal gas,

samengeperst.

KALINOX 170 BAR not available RVG 30361 AIR LIQUIDE SANTE NL
500/0/500/0 (v/v), INTERNATIONAL

medicinaal gas,

samengeperst.

KALINOX 170 bar Gaz not available BE 262647 AIR LIQUIDE SANTE BE
pour inhalation INTERNATIONAL

KALINOX 170 bar Gaz not available BE 262647 AIR LIQUIDE SANTE BE
pour inhalation INTERNATIONAL

KALINOX 170 BAR not available BE 262647 AIR LIQUIDE SANTE BE
Inhalatiegas INTERNATIONAL

KALINOX 170 BAR not available BE 262647 AIR LIQUIDE SANTE BE
Inhalatiegas INTERNATIONAL

KALINOX 170 bar not available BE 262647 AIR LIQUIDE SANTE BE
Inhalationsgas INTERNATIONAL

KALINOX 170 bar not available BE 262647 AIR LIQUIDE SANTE BE

Inhalationsgas

INTERNATIONAL
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KALINOX 50 %/ 50 % Gas | FR/H/0409/001 1-30414 AIR LIQUIDE SANTE AT
zur medizinischen INTERNATIONAL

Anwendung,

druckverdichtet

KALINOX 50%/50% gaz FR/H/0409/001 34009 396 422 4 6 AIR LIQUIDE SANTE FR
médicinal, comprimé INTERNATIONAL

KALINOX 50%/50% gaz FR/H/0409/001 34009 562 162 39 AIR LIQUIDE SANTE FR
meédicinal, comprimé INTERNATIONAL

KALINOX 50%/50% gaz FR/H/0409/001 34009 396 4230 7 AIR LIQUIDE SANTE FR
médicinal, comprimé INTERNATIONAL

KALINOX 50%/50% gaz FR/H/0409/001 34009 218 408 5 8 AIR LIQUIDE SANTE FR
médicinal, comprimé INTERNATIONAL

KALINOX 50%/50% gaz FR/H/0409/001 34009 564 5256 9 AIR LIQUIDE SANTE FR
médicinal, comprimé INTERNATIONAL

KALINOX 50%/50% gaz FR/H/0409/001 34009 562 164 6 8 AIR LIQUIDE SANTE FR
médicinal, comprimé INTERNATIONAL

Kalinox 50%/50%, gas FR/H/0409/001 5375753 AIR LIQUIDE SANTE PT
medicinal comprimido INTERNATIONAL

Kalinox 50%/50%, gas FR/H/0409/001 5375746 AIR LIQUIDE SANTE PT

medicinal comprimido

INTERNATIONAL
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KALINOX, 50% / 50% SE/H/1168/001 23294 AIR LIQUIDE SANTE SE

medicinsk gas, INTERNATIONAL

komprimerad

KALINOX, 50% + 50%, FR/H/0409/001 18546 AIR LIQUIDE SANTE PL

gaz medyczny sprezony INTERNATIONAL

KALINOX, 50%/50% gas FR/H/0409/001 040914018 AIR LIQUIDE SANTE IT

medicinale, compresso INTERNATIONAL

KALINOX, 50%/50% gas FR/H/0409/001 040914020 AIR LIQUIDE SANTE IT

medicinale, compresso INTERNATIONAL

KALINOX, 50%/50% gas FR/H/0409/001 040914044 AIR LIQUIDE SANTE IT

medicinale, compresso INTERNATIONAL

KALINOX, 50%/50% gas FR/H/0409/001 040914057 AIR LIQUIDE SANTE IT

medicinale, compresso INTERNATIONAL

KALINOX, 50%/50% gas FR/H/0409/001 040914032 AIR LIQUIDE SANTE IT

medicinale, compresso INTERNATIONAL

Kalinox, medicinsk gas, SE/H/1168/001 49418 AIR LIQUIDE SANTE DK

komprimeret INTERNATIONAL

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU

pour inhalation

INTERNATIONAL
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MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU
pour inhalation INTERNATIONAL

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU
pour inhalation INTERNATIONAL

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU
pour inhalation INTERNATIONAL

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU
pour inhalation INTERNATIONAL

KALINOX® 170 bar Gaz not available 1075/11041120 AIR LIQUIDE SANTE LU
pour inhalation INTERNATIONAL

KALINOX® 170 bar, gas not available 67701 AIR LIQUIDE SANTE ES
para inhalacion en bala INTERNATIONAL

KALINOX® 170 bar, gas not available 67701 AIR LIQUIDE SANTE ES
para inhalacién en bala INTERNATIONAL

Laakkeellinen ilokaasu not available 24588 OY WOIKOSKI AB FI
AWO 100 %, laakkeellinen

kaasu, nesteytetty

Laakkeellinen ilokaasu not available 24588 OY WOIKOSKI AB FI

AWO 100 %, medicinsk
gas, flytande
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MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
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Lachgas Messer 100% v/v
medicinaal gas, vloeibaar
gemaakt

NL/H/2606/001

RVG 111763

MESSER BELGIUM N.V.

NL

Latox 50% / 50%,
lyfjagas, undir prystingi

IS/H/0202/001

1S/1/12/092/01

STRANDM@LLEN A/S

IS

Latox 50%/ 50%,
medicinsk gas,
komprimerad

IS/H/0202/001

47188

STRANDM@LLEN A/S

SE

Latox, medicinsk gas,
komprimeret

IS/H/0202/001

49866

STRANDM@LLEN A/S

DK

LIVOPAN 50 % / 50 %
Gas zur medizinischen
Anwendung,
druckverdichtet
Wirkstoffe:
Distickstoffmonoxid /
Sauerstoff

SE/H/0831/001

72546.00.00

LINDE SVERIGE AB

DE

LIVOPAN 50 % / 50 %
Gas zur medizinischen
Anwendung,
druckverdichtet
Wirkstoffe:

SE/H/0831/001

72546.00.00

LINDE SVERIGE AB

DE
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National Authorisation Number

MAH of product in the
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Member State where
product is authorised

Distickstoffmonoxid /
Sauerstoff

LIVOPAN 50 % / 50 %
Gas zur medizinischen
Anwendung,
druckverdichtet
Wirkstoffe:
Distickstoffmonoxid /
Sauerstoff

SE/H/0831/001

72546.00.00

LINDE SVERIGE AB

DE

Livopan 50 % / 50 %
laakkeellinen kaasu,
puristettu

SE/H/0831/001

24534

LINDE SVERIGE AB

FI

Livopan 50 % / 50 %
ladkkeellinen kaasu,
puristettu

SE/H/0831/001

24534

LINDE SVERIGE AB

FI

Livopan 50 % / 50 %
ladakkeellinen kaasu,
puristettu

SE/H/0831/001

24534

LINDE SVERIGE AB

FI

LIVOPAN 50 % / 50 %
medisinsk gass,
komprimert

SE/H/0831/001

07-5598

LINDE SVERIGE AB

NO

LIVOPAN 50 % / 50 %
medisinsk gass,
komprimert

SE/H/0831/001

07-5598

LINDE SVERIGE AB

NO
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

LIVOPAN 50 % / 50 %
medisinsk gass,
komprimert

SE/H/0831/001

07-5598

LINDE SVERIGE AB

NO

LIVOPAN 50 %/ 50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

1-27658

LINDE SVERIGE AB

AT

LIVOPAN 50 %/ 50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

1-27658

LINDE SVERIGE AB

AT

LIVOPAN 50 %/ 50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

1-27658

LINDE SVERIGE AB

AT

Livopan 50% + 50%, gas
medicinal comprimido

SE/H/0831/001

5192836

LINDE SVERIGE AB

PT

Livopan 50% + 50%, gas
medicinal comprimido

SE/H/0831/001

5192844

LINDE SVERIGE AB

PT

Livopan 50% + 50%, gas
medicinal comprimido

SE/H/0831/001

5192851

LINDE SVERIGE AB

PT

Livopan 50% + 50%, gas
medicinal comprimido

SE/H/0831/001

5192836

LINDE SVERIGE AB

PT
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Livopan 50% + 50%, gas | SE/H/0831/001 5192844 LINDE SVERIGE AB PT

medicinal comprimido

Livopan 50% + 50%, gas | SE/H/0831/001 5192851 LINDE SVERIGE AB PT

medicinal comprimido

Livopan 50% + 50%, gas | SE/H/0831/001 5192836 LINDE SVERIGE AB PT

medicinal comprimido

Livopan 50% + 50%, gas | SE/H/0831/001 5192844 LINDE SVERIGE AB PT

medicinal comprimido

Livopan 50% + 50%, gas SE/H/0831/001 5192851 LINDE SVERIGE AB PT

medicinal comprimido

Livopan 50%/50% Gas SE/H/0831/001 039444082 LINDE SVERIGE AB IT

Medicinale Compresso

Livopan 50%/50% Gas SE/H/0831/001 039444082 LINDE SVERIGE AB IT

Medicinale Compresso

Livopan 50%/50% Gas SE/H/0831/001 039444082 LINDE SVERIGE AB IT

Medicinale Compresso
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Livopan 50%/50% Gas SE/H/0831/001 039444056 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444068 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444031 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444070 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444043 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444056 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444068 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444031 LINDE SVERIGE AB IT
Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444070 LINDE SVERIGE AB IT
Medicinale Compresso.
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Livopan 50%/50% Gas SE/H/0831/001 039444043 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444056 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444068 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444031 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444070 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% Gas SE/H/0831/001 039444043 LINDE SVERIGE AB IT

Medicinale Compresso.

Livopan 50%/50% SE/H/0831/001 1S/1/08/039/01 LINDE SVERIGE AB IS

lyfjagas, undir prystingi

Livopan 50%/50% SE/H/0831/001 1S/1/08/039/01 LINDE SVERIGE AB IS

lyfjagas, undir prystingi

Livopan 50%/50% SE/H/0831/001 1S/1/08/039/01 LINDE SVERIGE AB IS

lyfjagas, undir prystingi
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Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/03 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/04 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/05 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/06 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/07 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/08 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/03 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/04 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/05 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz
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Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/06 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/07 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/08 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/03 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/04 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/05 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/06 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/07 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

Livopan 50%/50% SE/H/0831/001 OGYI-T-21676/08 LINDE SVERIGE AB HU

tulnyomasos orvosi gaz

List of nationally authorised medicinal products

EMA/96569/2021

Page 64/136




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Livopan, 50%/50% SE/H/0831/001 23301 LINDE SVERIGE AB SE
medicinsk gas,

komprimerad

Livopan, 50%/50% SE/H/0831/001 23301 LINDE SVERIGE AB SE
medicinsk gas,

komprimerad

Livopan, 50%/50% SE/H/0831/001 23301 LINDE SVERIGE AB SE
medicinsk gas,

komprimerad

Livopan, medicinsk gas, SE/H/0831/001 42644 LINDE SVERIGE AB DK
komprimeret

Livopan, medicinsk gas, SE/H/0831/001 42644 LINDE SVERIGE AB DK
komprimeret

Livopan, medicinsk gas, SE/H/0831/001 42644 LINDE SVERIGE AB DK
komprimeret

Lyfjatvikofnunarefnisoxid I1S/H/0124/001 1S/1/08/191/01 STRANDM@LLEN A/S IS
Strandmgllen 100%,

lyfjagas, fljotandi

Medical Nitrous Oxide not available PA 208/1/1 BOC GASES IRELAND LTD IE
Medical Nitrous Oxide not available PL 15929/0004 AIR LIQUIDE LTD UK
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medical Nitrous Oxide

not available

PL 00735/5001R

BOC LTD

UK

Medicinal nitrous oxide
SIAD Medicinal gas,
liquefied

CZ/H/0301/001

89/614/08-C

SIAD CZECH SPOL.S.R.O.

cz

MEDICINALNI OXID
DUSNY MESSER
Medicinalni plyn,
zkapalneny

not available

89/691/08-C

MESSER TECHNOGAS S.R.O.

cz

Medicinalni oxid dusny
SOL 100% medicinalni
plyn, zkapalnény

NL/H/2783/001

89/683/15-C

SOL SPA

cz

Medicinalny oxid dusny
SIAD medicinalny plyn
skvapalneny

CZ/H/0301/001

05/0007/11-S

SIAD SLOVAKIA SPOL. S R.O.

SK

Medicinalny oxid dusny
SOL 100 % medicinalny
plyn skvapalneny

NL/H/2783/001

05/0381/16-S

SOL SPA

SK

Mediciniskais slapekla
oksiduls ELME MESSER L
100% mediciniska gaze,
saskidrinata

not available

12-0123

ELME MESSER L SIA

LV

Medicinsk
Dinitrogenoxid "Air

Liguide” 100 %, medicinsk

gas, flydende

SE/H/1071/001

48414

AIR LIQUIDE SANTE
INTERNATIONAL

DK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Medicinsk IS/H/0124/001 42683 STRANDM@LLEN A/S DK
Dinitrogenoxid “Strandmgl

len”, flydende medicinsk

gas

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid “Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid "Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid “Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid "Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid "Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK

dinitrogenoxid “Yara
Praxair” 100 %, medicinsk
gas, flydende

HOLDING AS
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Medicinsk SE/H/0659/001 40475 NIPPON GASES SCANDINAVIA | DK
dinitrogenoxid "Yara HOLDING AS

Praxair” 100 %, medicinsk

gas, flydende

Medicinsk Lustgas Air not available 23297 AIR LIQUIDE SANTE SE
Liguide 100 %, medicinsk INTERNATIONAL

gas, flytande

Medicinsk lustgas Nippon SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Gases Scandinavis 100 %, HOLDING AS

medicinsk gas, flytande

Medicinsk Lustgas IS/H/0124/001 26532 STRANDM@LLEN A/S SE
Strandmollen 100 %,

medicinsk gas, flytande

Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Praxair 100 %, medicinsk HOLDING AS

gas, flytande

Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Praxair 100 %, medicinsk HOLDING AS

gas, flytande

Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Praxair 100 %, medicinsk HOLDING AS

gas, flytande

Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE

Praxair 100 %, medicinsk
gas, flytande

HOLDING AS
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Praxair 100 %, medicinsk HOLDING AS

gas, flytande

Medicinsk lustgas Yara SE/H/0659/001 24847 NIPPON GASES SCANDINAVIA | SE
Praxair 100 %, medicinsk HOLDING AS

gas, flytande

Medicinski diduéikov oksid | not available 5363-1-1354/13 MESSER SLOVENIJA D.O.O. SI
Messer 100 % medicinski

plin, utekocinjeni

Medicinski diduéikov oksid | not available 5363-1-1353/13 MESSER SLOVENIJA D.O.O. SI
Messer 100 % medicinski

plin, utekocinjeni

Medicinski diduéikov oksid | not available 5363-1-1352/13 MESSER SLOVENIJA D.O.O. SI
Messer 100 % medicinski

plin, utekocinjeni

Medicinski diduéikov oksid | not available 5363-1-1351/13 MESSER SLOVENIJA D.O.O. SI
Messer 100 % medicinski

plin, utekocinjeni

Medicinski diduéikov oksid | not available 5363-1-1350/13 MESSER SLOVENIJA D.O.O. SI
Messer 100 % medicinski

plin, utekocinjeni

Medicinski diduéikov oksid | not available 5363-1-1349/13 MESSER SLOVENIJA D.O.O. SI

Messer 100 % medicinski
plin, utekocinjeni
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medicinski diduéikov oksid
Messer 100 % medicinski
plin, utekocinjeni

not available

5363-1-1348/13

MESSER SLOVENIJA D.O.O.

SI

Medicinski diduéikov oksid
Messer 100 % medicinski
plin, utekocinjeni

not available

5363-1-1347/13

MESSER SLOVENIJA D.O.O.

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/001

SOL SPA

SI

Medicinski diduSikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/002

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocdinjeni

NL/H/2783/001

H/13/00977/003

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/004

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/005

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekodinjeni

NL/H/2783/001

H/13/00977/006

SOL SPA

SI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/007

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekodinjeni

NL/H/2783/001

H/13/00977/008

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/009

SOL SPA

SI

Medicinski diduSikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/010

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/011

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/012

SOL SPA

SI

Medicinski didusikov oksid
SOL 100 % medicinski
plin, utekocinjeni

NL/H/2783/001

H/13/00977/013

SOL SPA

SI

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180126

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180126

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medisch Distikstofoxide,
Air Liquide Santé
International 100 %,
Medicinaal gas, vloeibaar
gemaakt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medisch Distikstofoxide, not available BE 180126 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %,

Medicinaal gas, vloeibaar

gemaakt

Medische distikstofoxide not available BE187327 MESSER BELGIUM N.V. BE
Messer Belgium, 100 %

v/v, medicinaal gas,

vloeibaar gemaakt

Medische distikstofoxide not available BE226091 MESSER BELGIUM N.V. BE
Messer Belgium, 100 %

v/v, medicinaal gas,

vloeibaar gemaakt

Medisinsk lystgass Air SE/H/1071/001 11-8224 AIR LIQUIDE SANTE NO
Liquide 100 % medisinsk INTERNATIONAL

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO
Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO
Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO

Praxair 100 % medisinsk
gass, flytende

HOLDING AS
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO

Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO

Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO

Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medisinsk lystgass Yara SE/H/0659/001 06-4613 NIPPON GASES SCANDINAVIA | NO

Praxair 100 % medisinsk HOLDING AS

gass, flytende

Medizinisches not available BE 180144 AIR LIQUIDE SANTE BE

Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verflissigt

INTERNATIONAL

List of nationally authorised medicinal products

EMA/96569/2021

Page 74/136




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verfllissigt

not available

BE 180126

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verflissigt

not available

BE 180126

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verflissigt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verflissigt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verflissigt

not available

BE 180144

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Medizinisches
Distikstoffoxid Air Liquide
Santé International

100 %, Gas zur
medizinischen
Anwendung, verfllissigt

not available

BE 180126

AIR LIQUIDE SANTE
INTERNATIONAL

BE

Ninoxan 50 %/50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/1274/001

87872.00.00

NIPPON GASES
DEUTSCHLAND GMBH

DE

Ninoxan 50 %/50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/1274/001

87872.00.00

NIPPON GASES
DEUTSCHLAND GMBH

DE

Ninoxan 50 %/50 % Gas
zur medizinischen
Anwendung,
druckverdichtet

SE/H/1274/001

87872.00.00

NIPPON GASES
DEUTSCHLAND GMBH

DE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ninoxan 50 %/50 % Gas SE/H/1274/001 87872.00.00 NIPPON GASES DE
zur medizinischen DEUTSCHLAND GMBH

Anwendung,

druckverdichtet

Ninoxan 50 %/50 % Gas SE/H/1274/001 87872.00.00 NIPPON GASES DE
zur medizinischen DEUTSCHLAND GMBH

Anwendung,

druckverdichtet

Ninoxan 50 %/50 % Gas SE/H/1274/001 87872.00.00 NIPPON GASES DE
zur medizinischen DEUTSCHLAND GMBH

Anwendung,

druckverdichtet

Ninoxan 50% + 50% gas SE/H/1274/001 5571021 NIPPON GASES PORTUGAL PT
medicinal comprimido UNIPESSOAL LDA.

Ninoxan 50% + 50% gas | SE/H/1274/001 5571039 NIPPON GASES PORTUGAL PT
medicinal comprimido UNIPESSOAL LDA.

Ninoxan 50% + 50% gas SE/H/1274/001 5571047 NIPPON GASES PORTUGAL PT
medicinal comprimido UNIPESSOAL LDA.

Ninoxan 50% + 50% gas | SE/H/1274/001 5571054 NIPPON GASES PORTUGAL PT
medicinal comprimido UNIPESSOAL LDA.

Ninoxan 50% + 50% gas | SE/H/1274/001 5571062 NIPPON GASES PORTUGAL PT

medicinal comprimido

UNIPESSOAL LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ninoxan 50% + 50% gas SE/H/1274/001 5643648 NIPPON GASES PORTUGAL PT

medicinal comprimido UNIPESSOAL LDA.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50% gas SE/H/1274/001 77884 NIPPON GASES ESPANA S.L.U | ES

comprimido medicinal.

Ninoxan 50%/50%, gas SE/H/1274/001 042646012 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646024 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Ninoxan 50%/50%, gas SE/H/1274/001 042646036 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646048 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646051 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646063 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646075 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646087 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646099 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646101 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso

Ninoxan 50%/50%, gas SE/H/1274/001 042646113 RIVOIRA PHARMA S.R.L. IT

medicinale, compresso
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/009

LINDE SVERIGE AB

LT

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/010

LINDE SVERIGE AB

LT

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/011

LINDE SVERIGE AB

LT

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/009

LINDE SVERIGE AB

LT

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/010

LINDE SVERIGE AB

LT

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/011

LINDE SVERIGE AB

LT

NIONTIX 100 % Gas
medicinal liquefeito

not available

5092259

LINDE PORTUGAL LDA

PT

NIONTIX 100 % Gas
medicinal liquefeito

not available

5092267

LINDE PORTUGAL LDA

PT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

NIONTIX 100 % Gas not available 5092275 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5092341 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5168125 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5092242 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5655345 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5655337 LINDE PORTUGAL LDA PT
medicinal liquefeito

NIONTIX 100 % Gas not available 5677513 LINDE PORTUGAL LDA PT
medicinal liquefeito

Niontix 100 % mediciniska | SE/H/0724/001 07-0339 LINDE SVERIGE AB LV
gaze, saskidrinata

Niontix 100 % mediciniska | SE/H/0724/001 07-0339 LINDE SVERIGE AB LV
gaze, saskidrinata
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/001

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/002

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/003

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/004

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/005

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/006

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/008

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/009

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/010

LINDE GAS A.S.

SI
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/011

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/012

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/013

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/007

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/014

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/015

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/016

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/017

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/018

LINDE GAS A.S.

SI
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/019

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/020

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/021

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/022

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/023

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/024

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/025

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/026

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/027

LINDE GAS A.S.

SI
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Product Name (in
authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/028

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/029

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/030

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/031

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/032

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/033

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/034

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/035

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/036

LINDE GAS A.S.

SI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/037

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/038

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/039

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/040

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/041

LINDE GAS A.S.

SI

NIONTIX 100 %
medicinski plin,
utekocinjeni

CZ/H/0260/001

H/14/01115/042

LINDE GAS A.S.

SI

Niontix 100 % medisinsk
gass, flytende

SE/H/0724/001

07-4799

LINDE SVERIGE AB

NO

Niontix 100 % medisinsk
gass, flytende

SE/H/0724/001

07-4799

LINDE SVERIGE AB

NO

NIONTIX 100 %
suskystintosios
medicinines dujos

SE/H/0724/001

LT/1/07/0866/001

LINDE SVERIGE AB

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/002 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/003 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/004 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/005 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/006 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/007 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/008 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/001 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/002 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

List of nationally authorised medicinal products
EMA/96569/2021 Page 87/136




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/003 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/004 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/005 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/006 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/007 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

NIONTIX 100 % SE/H/0724/001 LT/1/07/0866/008 LINDE SVERIGE AB LT
suskystintosios
medicinines dujos

Niontix 100 %, medicinsk | SE/H/0724/001 19004 LINDE SVERIGE AB SE
gas, flytande

Niontix 100 %, medicinsk | SE/H/0724/001 19004 LINDE SVERIGE AB SE
gas, flytande
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
NIONTIX 100% gaz CZ/H/0260/001 5660/2013/01 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/02 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/03 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/04 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/05 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/06 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/07 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/08 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/09 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/10 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/11 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/12 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/13 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% gaz CZ/H/0260/001 5660/2013/14 LINDE GAZ ROMANIA SRL RO

medicinal lichefiat

NIONTIX 100% 1aTpIKO CZ/H/0260/001 4644/17-1-2020 LINDE HELLAS SINGLE GR

a€pIo, UYPONOINUEVO PERSON LIMITED LIABILITY
COMPANY

NIONTIX 100%, SE/H/0724/001 23304 LINDE SVERIGE AB FI

ladkkeellinen kaasu,

nesteytetty

NIONTIX 100%, SE/H/0724/001 23304 LINDE SVERIGE AB FI

|aékkeellinen kaasu,

nesteytetty

Niontix 100%, lyfjagas, SE/H/0724/001 1S/1/07/032/01 LINDE SVERIGE AB IS

fljétandi

List of nationally authorised medicinal products

EMA/96569/2021

Page 90/136




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Niontix 100%, lyfjagas, SE/H/0724/001 1S/1/07/032/01 LINDE SVERIGE AB IS

fljétandi

Niontix, 100% SE/H/0724/001 552707 LINDE SVERIGE AB EE

meditsiiniline gaas,

veeldatud

Niontix, 100% SE/H/0724/001 552707 LINDE SVERIGE AB EE

meditsiiniline gaas,

veeldatud

Niontix, flydende SE/H/0724/001 40848 LINDE SVERIGE AB DK

medicinsk gas

Niontix, flydende SE/H/0724/001 40848 LINDE SVERIGE AB DK

medicinsk gas

Niontix, gaz medicinal NL/H/2163/001 BE408362 LINDE GAS THERAPEUTICS BE

liquefie, 100% v/v BENELUX BV

Niontix, gaz médicinal NL/H/2163/001 2012050042 LINDE GAS THERAPEUTICS LU

liquéfié, 100% v/v BENELUX BV

Niontix, medicinaal gas, NL/H/2163/001 BE408362 LINDE GAS THERAPEUTICS BE

vloeibaar gemaakt,
100%v/v

BENELUX BV
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Niontix, medicinaal gas, NL/H/2163/001 2012050042 LINDE GAS THERAPEUTICS LU

vloeibaar gemaakt, BENELUX BV

100%v/v

Niontix, medicinaal gas, NL/H/2163/001 RVG33168 LINDE GAS THERAPEUTICS NL

vloeibaar gemaakt, BENELUX BV

100%v/v

NIONTIX, medicinalni CZ/H/0260/001 89/137/08 - C LINDE GAS A.S. cz

plyn, zkapalnény

NIONTIX, medicinalny CZ/H/0260/001 05/0373/09-S LINDE GAS K.S. SK

plyn, skvapalneny

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-01 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-02 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-03 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-04 LINDE GAS A.S. HR

ukapljeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-05 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-06 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-07 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-08 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-09 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-10 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, CZ/H/0260/001 HR-H-232327696-11 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-12 LINDE GAS A.S. HR

ukapljeni

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-13 LINDE GAS A.S. HR

ukapljeni
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation number member state product is authorised

NIONTIX, medicinski plin, | CZ/H/0260/001 HR-H-232327696-14 LINDE GAS A.S. HR

ukapljeni

Niontix®, Gas zur NL/H/2163/001 2012050042 LINDE GAS THERAPEUTICS LU

medizinischen BENELUX BV

Anwendung, verflUssigt,

100 % v/v

NIONTIX®|100 %]|Gas not available 1807.00.00 LINDE GAS THERAPEUTICS DE

zur medizinischen GMBH

Anwendung, verflissigt

Nitronox Inhalation Gas not available PL 17872/0001 MEDICAL GAS SOLUTIONS UK
LTD

Nitrous oxide 100 % v/v NL/H/2783/001 PL 35326/0010 SOL SPA UK

medicinal gas, liquefied

Nitrous oxide Medicinal NL/H/2783/001 PA1848/004/001 SOL SPA IE

SOL, 100 % v/v,

medicinal gas, liquefied

Nitrous oxide Messer 11-22669 20130215 MESSER BULGARIA EOOD BG

100% medicinal gas,

liquefied

Nodolox 50%/50% gas not available 83099 OXIGEN SALUD S.A. ES

comprimido medicinal
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Oxid dusny medicinalni NL/H/0862/001 89/472/09-C AIR PRODUCTS SPOL. S.R.O. cz
AIR PRODUCTS 100% v/v,

plyn pro inhalaci,

zkapalnény

Oxid dusny medicinalny NL/H/0862/001 05/0569/10-S AIR PRODUCTS SLOVAKIA S SK
AIR PRODUCTS 100 % R. O.

V/V plyn na inhalaciu

Oxid dusny Messer 100% | NL/H/2606/001 05/0315/13-S MESSER TATRAGAS, SPOL. S | SK
medicinalny plyn, R.O.

skvapalneny

Oxidin 50%/50% not available OGYI-T-23452/01 RAD-MED-PHARMA LTD. HU
tulnyomasos orvosi gaz

Oxido Nitroso Medicinal not available 66975 AIR LIQUIDE SANTE ES
Air Liquide 98% v/v gas INTERNATIONAL

criogenico medicinal

Oxido Nitroso Medicinal not available 66975 AIR LIQUIDE SANTE ES
Air Liquide 98% v/v gas INTERNATIONAL

criogenico medicinal

Oxido Nitroso Medicinal not available 66970 AIR LIQUIDE SANTE ES
Gas Air Liquide, 98,0% INTERNATIONAL

v/v gas licuado medicinal

en botellas

Oxido Nitroso Medicinal not available 66970 AIR LIQUIDE SANTE ES

Gas Air Liquide, 98,0%
v/v gas licuado medicinal
en botellas

INTERNATIONAL
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL GAS
GASMEDI, 98,0%, gas
para inhalacién en botella

not available

66996

GRUPO GASMEDI S.L.U.

ES
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

OXIDO NITROSO not available 67000 OXIGEN SALUD S.A. ES
MEDICINAL GAS OXIGEN
SALUD, 98,0%, gas
licuado medicinal

OXIDO NITROSO not available 67444 LINDE GAS ESPANA S.A.U. ES
MEDICINAL LINDE, 98,0%
gas licuado medicinal

OXIDO NITROSO not available 66995 GRUPO GASMEDI S.L.U. ES
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacién

OXIDO NITROSO not available 66995 GRUPO GASMEDI S.L.U. ES
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacion

OXIDO NITROSO not available 66995 GRUPO GASMEDI S.L.U. ES
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacién

OXIDO NITROSO not available 66995 GRUPO GASMEDI S.L.U. ES
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacion

OXIDO NITROSO not available 66995 GRUPO GASMEDI S.L.U. ES
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacién
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

OXIDO NITROSO
MEDICINAL LIQUIDO
GASMEDI, 98,0%, gas
para inhalacién

not available

66995

GRUPO GASMEDI S.L.U.

ES

OXIDO NITROSO
MEDICINAL LIQUIDO
LINDE, 98,0% gas para
inhalacién en Recipiente
Criogénico Fijo

not available

69895

LINDE GAS ESPANA S.A.U.

ES

OXIDO NITROSO
MEDICINAL LIQUIDO
LINDE, 98,0% gas para
inhalacién en Recipiente
Criogénico Movil.

not available

67445

LINDE GAS ESPANA S.A.U.

ES

OXIDO NITROSO
MEDICINAL LfQUIDO
OXIGEN SALUD, 98,0%,
gas para inhalacién

not available

68345

OXIGEN SALUD S.A.

ES

Oxido nitroso medicinal
SOLGROUP 100 % v/v,
gas licuado medicinal.

not available

81322

SOL SPA

ES

OXYNOX 135, gaz pour
inhalation, en bouteille

not available

NL 30160

AIR PRODUCTS S.A.S

FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Podtlenek azotu AIR NL/H/0862/001 20170 AIR PRODUCTS SP. Z.0.0. PL
PRODUCTS, 100% v/v,

gaz medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

Podtlenek Azotu Medyczny | not available 21195 AIR LIQUIDE SANTE PL
Air Liquide, 100%, gaz INTERNATIONAL

medyczny skroplony

PODTLENEK AZOTU not available 9388 MESSER POLSKA SP. Z 0.0. PL
MESSER, nie mniej niz

98,0% (V/V), gaz

medyczny skroplony

PODTLENEK AZOTU N20 not available 8122 LINDE GAZ POLSKA SP. Z PL

0.0.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Podtlenek azotu SIAD, gaz | CZ/H/0301/001 23145 SIAD CZECH SPOL.S.R.O. PL
medyczny skroplony

Protoxan 50 % / 50 %, SE/H/1274/001 47884 NIPPON GASES SCANDINAVIA | SE
medicinsk gas, HOLDING AS

komprimerad

Protoxid de azot medicinal | CZ/H/0301/001 8063/2015/01 SIAD ROMANIA SRL RO
SIAD gaz medicinal,

lichefiat

Protoxid de azot medicinal | CZ/H/0301/001 8063/2015/02 SIAD ROMANIA SRL RO
SIAD gaz medicinal,

lichefiat

Protoxid de azot medicinal | CZ/H/0301/001 8063/2015/03 SIAD ROMANIA SRL RO
SIAD gaz medicinal,

lichefiat

Protoxid de azot medicinal | CZ/H/0301/001 8063/2015/04 SIAD ROMANIA SRL RO
SIAD gaz medicinal,

lichefiat

Protoxid de azot Messer NL/H/2606/001/DC 10730/2018/01 MESSER ROMANIA GAZ SRL RO
100% gaz medicinal

lichefiat

Protoxid de azot Messer NL/H/2606/001 10730/2018/06 MESSER ROMANIA GAZ SRL RO

100% gaz medicinal
lichefiat
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/05

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/04

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/03

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/02

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/10

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/09

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/08

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot Messer
100% gaz medicinal
lichefiat

NL/H/2606/001

10730/2018/07

MESSER ROMANIA GAZ SRL

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/01

SOL SPA

RO
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authorisation country)

MRP/DCP

Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/02

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/03

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/04

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/05

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/06

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/07

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/08

SOL SPA

RO

Protoxid de azot SOL
100 % gaz medicinal
lichefiat

NL/H/2783/001

9334/2016/09

SOL SPA

RO
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Protoxid de azot SOL NL/H/2783/001 9334/2016/10 SOL SPA RO
100 % gaz medicinal

lichefiat

Protoxid de azot SOL NL/H/2783/001 9334/2016/11 SOL SPA RO
100 % gaz medicinal

lichefiat

Protoxid de azot SOL NL/H/2783/001 9334/2016/12 SOL SPA RO
100 % gaz medicinal

lichefiat

Protoxid de azot SOL NL/H/2783/001 9334/2016/13 SOL SPA RO
100 % gaz medicinal

lichefiat

Protoxido de Azoto not available 5145628 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145610 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145602 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145578 AIR LIQUIDE SANTE PT

Medicinal Air Liquide
Medicinal 100% gas
medicinal liquefeito

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxido de Azoto not available 5145560 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145628 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145610 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145602 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145578 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145560 AIR LIQUIDE SANTE PT

Medicinal Air Liquide
Medicinal 100% gas
medicinal liquefeito

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxido de Azoto not available 5145628 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145610 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145602 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145578 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145560 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145628 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145610 AIR LIQUIDE SANTE PT

Medicinal Air Liquide
Medicinal 100% gas
medicinal liquefeito

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxido de Azoto not available 5145602 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145578 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5145560 AIR LIQUIDE SANTE PT
Medicinal Air Liquide INTERNATIONAL

Medicinal 100% gas

medicinal liquefeito

Protoxido de Azoto not available 5119458 GASIN II GASES PT
Medicinal Gasin, 98 % Gas INDUSTRIAIS UNIPESSOAL
medicinal liquefeito LDA.

Protoxido de Azoto not available 5119441 GASIN II GASES PT
Medicinal Gasin, 98 % Gas INDUSTRIAIS UNIPESSOAL
medicinal liquefeito LDA.

Protéxido de Azoto not available 5119466 GASIN II GASES PT
Medicinal Gasin, 98 % Gas INDUSTRIAIS UNIPESSOAL
medicinal liquefeito LDA.

Protoxido de azoto NL/H/0862/001 5193057 GASIN II GASES PT

Medicinal Gasoso Gasin,
100%vv, gas medicinal
liquefeito

INDUSTRIAIS UNIPESSOAL
LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Protoxido de azoto NL/H/0862/001 5193040 GASIN II GASES PT
Medicinal Gasoso Gasin, INDUSTRIAIS UNIPESSOAL
100%vv, gas medicinal LDA.

liquefeito

Protoxido de Azoto PT/H/0377/001 5145412 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liguefeito

Protoxido de Azoto PT/H/0377/001 5145420 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito

Protoxido de Azoto PT/H/0377/001 5145438 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito

Protoxido de Azoto PT/H/0377/001 5145446 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liguefeito

Protoxido de Azoto PT/H/0377/001 5145453 NIPPON GASES PORTUGAL PT

Medicinal Nippon Gases
100% gas medicinal
liquefeito

UNIPESSOAL LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Protoxido de Azoto PT/H/0377/001 5145461 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito

Protoxido de Azoto PT/H/0377/001 5145479 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liguefeito

Protoxido de Azoto PT/H/0377/001 5145503 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito

Protoxido de Azoto PT/H/0377/001 5145511 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liguefeito

Protoxido de Azoto PT/H/0377/001 5145529 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito

Protoxido de Azoto PT/H/0377/001 5145537 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liguefeito

Protoxido de Azoto PT/H/0377/001 5145545 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% gas medicinal

liquefeito
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Protoxido de Azoto PT/H/0377/001 5145552 NIPPON GASES PORTUGAL PT
Medicinal Nippon Gases UNIPESSOAL LDA.

100% géas medicinal

liquefeito

PROTOXIDO DE AZOTO ES/H/0496/001 ES/H/0496/001/MR OXIGEN SALUD S.A. PT
OXIGEN SALUD, 98,0%,

gas medicinal liquefeito

PROTOXIDO DE not available 67409 S.E. CARBUROS METALICOS, ES
NITROGENO MEDICINAL S.A.

CARBUROS METALICOS,

Gas para inhalacion,

98,0% v/v, en botellas

PROTOXIDO DE not available 67475 S.E. CARBUROS METALICOS, ES
NITROGENO MEDICINAL S.A.

CARBUROS METALICOS,

Gas para inhalacion,

98,0% v/v, en tanques

Protoxido de nitrogeno not available 67443 MESSER IBERICA DE GASES ES
medicinal Messer, gas S.A.U.

para inhalacion, en

botella.

Protoxido de Nitrogeno not available 67388 NIPPON GASES ESPANA S.L.U | ES
Medicinal Nippon Gases,

98%, gas licuado

medicinal en bala de gas

Protoxido de Nitrogeno not available 67388 NIPPON GASES ESPANA S.L.U | ES

Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado

medicinal en bala de gas.

not available

67388

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES
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authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxido de Nitrogeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protéxido de Nitrégeno
Medicinal Nippon Gases,
98%, gas licuado
medicinal en recipiente
criogénico fijo

not available

67387

NIPPON GASES ESPANA S.L.U

ES

Protoxyde d’azote
médicinal AIR PRODUCTS,
100% v/v, gaz liquide a
usage médical

not available

BE190924

AIR PRODUCTS S.A/N.V.

BE

Protoxyde d’azote
médicinal AIR PRODUCTS,
100% v/v, gaz liquide a
usage medical

not available

BE226073

AIR PRODUCTS S.A/N.V.

BE

Protoxyde d’azote
médicinal AIR PRODUCTS,
100% v/v, gaz liquide a
usage meédical

not available

BE226082

AIR PRODUCTS S.A/N.V.

BE

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 550 669 5 8

LINDE FRANCE S.A.

FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Protoxyde d’azote NL/H/2783/01/MR BE433596 SOL SPA BE
Médicinal SOL 100 % v/v,

gaz médicinal liquéfié

Protoxyde d’azote NL/H/2783/001 2013060233 SOL SPA LU
Médicinal SOL 100 % v/v,

gaz médicinal liquéfié

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU
Air Liquide Medical, gaz INTERNATIONAL

pour inhalation sous

forme liquid

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU
Air Liquide Medical, gaz INTERNATIONAL

pour inhalation sous

forme liquide

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU
Air Liquide Medical, gaz INTERNATIONAL

pour inhalation sous

forme liquide

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU
Air Liquide Medical, gaz INTERNATIONAL

pour inhalation sous

forme liquide

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU

Air Liquide Medical, gaz
pour inhalation sous
forme liquide

INTERNATIONAL

List of nationally authorised medicinal products

EMA/96569/2021

Page 115/136




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxyde d'azote Médical, | not available 1075/10010697 AIR LIQUIDE SANTE LU
Air Liquide Medical, gaz INTERNATIONAL

pour inhalation sous

forme liquide

Protoxyde d'azote Médical, | not available BE 180144 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

meédicinal liquéfié

Protoxyde d'azote Médical, | not available BE 180126 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

médicinal liquéfié

Protoxyde d'azote Médical, | not available BE 180126 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

médicinal liquéfié

Protoxyde d'azote Médical, | not available BE 180144 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

médicinal liquéfié

Protoxyde d'azote Médical, | not available BE 180144 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

meédicinal liquéfié

Protoxyde d'azote Médical, | not available BE 180144 AIR LIQUIDE SANTE BE

Air Liquide Santé
International 100 %, gaz
médicinal liquéfié

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Protoxyde d'azote Médical, | not available BE 180126 AIR LIQUIDE SANTE BE
Air Liquide Santé INTERNATIONAL

International 100 %, gaz

médicinal liquéfié

PROTOXYDE D'AZOTE not available 34009 562 557 8 8 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 558 4 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 3400956255900 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 5609 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 557 8 8 AIR LIQUIDE SANTE FR

MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, en bouteille

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, en bouteille

not available

34009 562 558 4 9

AIR LIQUIDE SANTE
INTERNATIONAL

FR

PROTOXYDE D'AZOTE not available 34009 562 55900 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 560 9 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 557 8 8 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 558 4 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 55900 AIR LIQUIDE SANTE FR

MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, en bouteille

INTERNATIONAL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, en bouteille

not available

34009 562 560 9 9

AIR LIQUIDE SANTE
INTERNATIONAL

FR

PROTOXYDE D'AZOTE not available 34009 562 557 8 8 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 558 4 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 55900 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 34009 562 560 9 9 AIR LIQUIDE SANTE FR
MEDICINAL AIR LIQUIDE INTERNATIONAL

SANTE FRANCE, gaz pour

inhalation, en bouteille

PROTOXYDE D'AZOTE not available 562 143-9 AIR LIQUIDE SANTE FR

MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, pour
évaporateur fixe
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, pour
évaporateur fixe

not available

562 143-9

AIR LIQUIDE SANTE
INTERNATIONAL

FR

PROTOXYDE D'AZOTE
MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, pour
évaporateur fixe

not available

562 143-9

AIR LIQUIDE SANTE
INTERNATIONAL

FR

PROTOXYDE D'AZOTE
MEDICINAL AIR LIQUIDE
SANTE FRANCE, gaz pour
inhalation, pour
évaporateur fixe

not available

562 143-9

AIR LIQUIDE SANTE
INTERNATIONAL

FR

PROTOXYDE D'AZOTE
MEDICINAL AIR
PRODUCTS MEDICAL, gaz
pour inhalation, en
bouteille

not available

NL 21820

AIR PRODUCTS S.A.S

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 56254200

LINDE FRANCE S.A.

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 562 543 7 8

LINDE FRANCE S.A.

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 562 544 3 9

LINDE FRANCE S.A.

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 562 546 6 8

LINDE FRANCE S.A.

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 562 547 29

LINDE FRANCE S.A.

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 562 548 9 7

LINDE FRANCE S.A.

FR

PROTOXYDE D'AZOTE
MEDICINAL LINDE
HEALTHCARE, gaz pour
inhalation, en bouteille

not available

34009 565 097 8 2

LINDE FRANCE S.A.

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL MESSER
FRANCE, gaz pour
inhalation, en bouteille

not available

34009 550 638 5 8

MESSER FRANCE S.A.S.

FR

PROTOXYDE D'AZOTE
MEDICINAL MESSER
FRANCE, gaz pour
inhalation, en bouteille

not available

34009 550 638 6 5

MESSER FRANCE S.A.S.

FR

PROTOXYDE D'AZOTE
MEDICINAL MESSER
FRANCE, gaz pour
inhalation, en bouteille

not available

34009 550 638 7 2

MESSER FRANCE S.A.S.

FR

PROTOXYDE D'AZOTE
MEDICINAL MESSER
FRANCE, gaz pour
inhalation, en bouteille

not available

34009 550 638 9 6

MESSER FRANCE S.A.S.

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 549-5

SOL FRANCE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 550-3

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 552-6

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 553-2

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 554-9

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

562 555-5

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

563 409-2

SOL FRANCE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation en
bouteille

not available

582 267-5

SOL FRANCE

FR

PROTOXYDE D'AZOTE
MEDICINAL SOL FRANCE,
gaz pour inhalation, pour
évaporateur fixe

not available

562 556-1

SOL FRANCE

FR

RELIVOPAN 50 %/50 %
Gas zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

RELIVOPAN 50 %/50 %
Gas zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

RELIVOPAN 50 %/50 %
Gas zur medizinischen
Anwendung,
druckverdichtet

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

Relivopan 50 %/50 %,
gaz médical comprimé

SE/H/0831/001

BE 318613

LINDE SVERIGE AB

BE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Relivopan 50 %/50 %, SE/H/0831/001 BE 318613 LINDE SVERIGE AB BE

gaz médical comprimé

Relivopan 50 %/50 %, SE/H/0831/001 BE 318613 LINDE SVERIGE AB BE

gaz médical comprimé

RELIVOPAN 50 %/50 %, SE/H/0831/001 2008060024 LINDE SVERIGE AB LU

gaz médical comprimé

RELIVOPAN 50 %/50 %, SE/H/0831/001 2008060024 LINDE SVERIGE AB LU

gaz médical comprimé

RELIVOPAN 50 %/50 %, SE/H/0831/001 2008060024 LINDE SVERIGE AB LU

gaz médical comprimé

Relivopan 50%/50% SE/H/0831/001 BE 318613 LINDE SVERIGE AB BE

medicinaal gas,

samengeperst

Relivopan 50%/50% SE/H/0831/001 BE 318613 LINDE SVERIGE AB BE

medicinaal gas,

samengeperst

Relivopan 50%/50% SE/H/0831/001 BE 318613 LINDE SVERIGE AB BE

medicinaal gas,
samengeperst
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Product Name (in

authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Relivopan 50%/50%
medicinaal gas,
samengeperst

SE/H/0831/001

RVG 101685

LINDE SVERIGE AB

NL

Relivopan 50%/50%
medicinaal gas,
samengeperst

SE/H/0831/001

RVG 101685

LINDE SVERIGE AB

NL

Relivopan 50%/50%
medicinaal gas,
samengeperst

SE/H/0831/001

RVG 101685

LINDE SVERIGE AB

NL

Relivopan 50%/50%
medicinaal gas,
samengeperst.

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

Relivopan 50%/50%
medicinaal gas,
samengeperst.

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

Relivopan 50%/50%
medicinaal gas,
samengeperst.

SE/H/0831/001

2008060024

LINDE SVERIGE AB

LU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/01

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/02

SOL SPA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/03

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/04

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/05

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/06

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/07

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/08

SOL SPA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/09

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/10

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/11

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/12

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/13

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/14

SOL SPA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/15

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/16

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/17

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/18

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/19

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/20

SOL SPA

HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/21

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/22

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/23

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/24

SOL SPA

HU

SOL Orvosi Dinitrogén-
oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

NL/H/2783/001

OGYI-T-23072/25

SOL SPA

HU
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SOL Orvosi Dinitrogén- NL/H/2783/001 OGYI-T-23072/26 SOL SPA HU

oxid, 100% v/v,
Cseppfolyositott orvosi
gaz

Stickoxydul medizinisch not available 1-26087 AIR LIQUIDE AUSTRIA GMBH AT
Air Liquide

Stickoxydul medizinisch not available 1-26087 AIR LIQUIDE AUSTRIA GMBH | AT
Air Liquide

Stickoxydul medizinisch not available 1-26087 AIR LIQUIDE AUSTRIA GMBH AT
Air Liquide

STICKOXYDUL medizinisch | not available 1-26093 LINDE GAS GMBH AT
LINDE

STICKOXYDUL medizinisch | not available 1-26099 MESSER AUSTRIA GMBH AT
MESSER

Stickoxydul medizinisch not available 1-26104 SIAD AUSTRIA GMBH AT
Siad Austria

Stickoxydul medizinisch not available 1-26110 SOL SPA AT

SOL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

IaTpikO NpwTOEEIDIO TOU
alwTou, Linde-
Hadjikyriakos Gas Ltd
a€plo €I0MVONG.

not available

20297

LINDE HADJIKYRIAKOS GAS
LTD

Cy

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200101

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200102

SOL SPA

GR

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/V, 1aTPIKO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200103

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200104

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200105

SOL SPA

GR

List of nationally authorised medicinal products

EMA/96569/2021

Page 132/136




Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/Vv, 1aTpikO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200106

SOL SPA

GR

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/Vv, 1aTpIkO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200107

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200108

SOL SPA

GR

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200110

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200111

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200112

SOL SPA

GR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

dapuakeuTikO MpwTo&eidio | NL/H/2783/001 313200113 SOL SPA GR
Tou AlwTou SOL, 100%
v/Vv, 1aTpIkO agplo,
UYPOMOINHEVO

®dapuakeuTikd MpwTto&eidio | NL/H/2783/001 313200114 SOL SPA GR
Tou AlwTou SOL, 100%
v/v, 1aTpikO agplo,
UYPOMOINUEVO

dapuakeuTikO MpwTo&eidio | NL/H/2783/001 313200115 SOL SPA GR
Tou AlwTou SOL, 100%
v/V, 1TpIKO agplo,
UYPOMOINUEVO

dapuakeuTikO MpwTo&eidio | NL/H/2783/001 313200116 SOL SPA GR
Tou AlwTou SOL, 100%
v/V, 1TPIKO agplo,
UYPOMOINUEVO

®dapuakeuTikd MpwToEeidio | NL/H/2783/001 313200117 SOL SPA GR
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYPOMOINUEVO

dapuakeuTikO MpwTo&eidio | NL/H/2783/001 313200118 SOL SPA GR
Tou AlwTou SOL, 100%
v/V, 1aTPIKO agplo,
UYpPOMOINUEVO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/v, 1aTpIkO agplo,
UYPOMOINHEVO

NL/H/2783/001

313200119

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpikd agplo,
UYpOMoINUEVO

NL/H/2783/001

313200120

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200121

SOL SPA

GR

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/Vv, 1aTpikO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200122

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200123

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYpPOMOINUEVO

NL/H/2783/001

313200124

SOL SPA

GR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/Vv, 1aTpIkO agplo,
UYPOMOINHEVO

NL/H/2783/001

313200125

SOL SPA

GR

®dapuakeuTikod MNpwToEeidio
Tou AlwTou SOL, 100%
v/v, 1aTpikO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200126

SOL SPA

GR

dapuakeuTikO MpwTOEEIdIO
Tou AlwTou SOL, 100%
v/V, 1aTpIKO agplo,
UYPOMOINUEVO

NL/H/2783/001

313200109

SOL SPA

GR

MeauUMHCKM AMa3oTeH
okcua SOL 100 % v/v
BTE€YHEH MEAULIMHCKN ras

NL/H/2783/001

20130114

SOL SPA

BG

HMOHTWKC 100 %
BTE€YHEH MeANLNHCKM ra3

CZ/H/0260/001

44137

LINDE GAS A.S.

BG
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