EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

01 October 2020
EMA/525348/2020
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: ipratropium salbutamol

Procedure no.: PSUSA/00001781/202001

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged.



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

Combivent® 0,5 mg/2,5 not available BE187056 SCS BOEHRINGER INGELHEIM | BE
ml + 2,5 mg/2,5 ml COMM.V.

Lésung fur einen

Vernebler

Combivent® 0,5 mg/2,5 not available BE187056 SCS BOEHRINGER INGELHEIM | BE
ml + 2,5 mg/2,5 ml COMM.V.

Solution pour inhalation

par nébuliseur

Combivent® 0,5 mg/2,5 not available BE187056 SCS BOEHRINGER INGELHEIM | BE
ml + 2,5 mg/2,5 ml COMM.V.

Verneveloplossing

Combivent 0,5 mg/2,5 ml | not available 632/01/09/7766 SCS BOEHRINGER INGELHEIM | LU
+ 2,5mg/2,5 ml COMM.V.

Lésung fur einen

Vernebler

Combivent 0,5 mg/2,5 ml | not available 632/01/09/7766 SCS BOEHRINGER INGELHEIM | LU
+ 2,5mg/2,5 ml COMM.V.

Solution pour inhalation

par nébuliseur

BREVA 0,375% + mg not available 024154066 VALEAS S.P.A. IT
0,075% Soluzione da

nebulizzare o soluzione

orale

BREVA® Aerosol dosato not available 024154054 VALEAS S.P.A. IT
COMBIPRASAL 0.5 mg/2.5 | not available 73.561 LABORATORIO ALDO-UNION, | ES

mg solucién para
inhalacién por nebulizador

S.L
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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

Combivent Unit Dose, not available RVG 20233 BOEHRINGER INGELHEIM NL

verneveloplossing B.V.

Combivent, not available 17745 BOEHRINGER INGELHEIM DK

inhalationsvaeske til INTERNATIONAL GMBH

nebulisator, opl@gsning,

enkeltdosisbeholder

Iprixon Neb, (0,5 mg + PT/H/1553/001 24237 ADAMED PHARMA S.A. PL

2,5 mg)/2,5 ml, roztwor

do nebulizacji

Iprixon Neb, (0,5 mg + PT/H/1553/001 1277/DAM/UIM/450.10.623 ADAMED PT

2,5 mg)/2,5 ml, Nebuliser

solution

BEROVENT® not available 37256/10/18-04-2011 BOEHRINGER INGELHEIM GR

(0,5+2,5)MG/2,5ML ELLAS AE

dldAupa yia €ionvon He

EVKEQWTN

Salipra 0,5 mg/2,5 mg not available 50553 ALTERNOVA A/S SE

I6sning fér nebulisator

Combivent® UDVs® not available PL 00015/0197 BOEHRINGER INGELHEIM UK
LTD.

Combivent 0,5 mg/2,5 mg | not available 13095 BOEHRINGER INGELHEIM SE

I6sning for nebulisator, INTERNATIONAL GMBH

endosbeh3llare

Combivent Unidose 0,52 not available 3218682 BOEHRINGER INGELHEIM, PT

mg/2,5 ml + 3 mg/2,5 ml
solugdo para inalagdo por

UNIPESSOAL, LDA.
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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

vaporizacao

Combivent Unidose 0,52 not available 3218781 BOEHRINGER INGELHEIM, PT
mg/2,5 ml + 3 mg/2,5 ml UNIPESSOAL, LDA.

solugdo para inalagdo por

vaporizacao

Combivent Unidose 0,52 not available 3218880 BOEHRINGER INGELHEIM, PT
mg/2,5 ml + 3 mg/2,5 ml UNIPESSOAL, LDA.

solugdo para inalagao por

vaporizacao

Combivent® Losung fur not available 1-21541 BOEHRINGER INGELHEIM RCV | AT
einen Vernebler in GMBH & CO KG
Einzeldosisbehaltnissen

MENYELES 0,5 mg + 2,5 not available 044647016 GENETIC SPA 1T
mg /2,5 ml soluzione da

nebulizzare

BUTAPRAL 0,5 mg + 2,5 not available 044646014 GENETIC SPA 1T
mg /2,5 ml soluzione da

nebulizzare

Ipratropium + Salbutamol | PT/H/1822/001 95407/17/04-04-2019 GENETIC SPA GR
Genetic0,5mg + 2,5 mg

/ 2,5 ml, didAupa yia

€I0TIVON HE EKVEQPWTN

Berovent® not available 19532 BOEHRINGER INGELHEIM CcY

(0,5+2,5)MG/2,5ML
dldAupa yia €ionvon Je
EKVEQWTN

ELLAS AE
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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

Ipramol 0,5 mg/ 2,5 mg
per 2,5 ml, sumutinliuos

IE/H/0163/001

21614

TEVA SWEDEN AB

FI

Ipramol 0,5 mg/ 2,5 mg
per 2,5 ml, I6sning fér
nebulisator

IE/H/0163/001

22979

TEVA SWEDEN AB

SE

Ipramol Teva® 0,5
mg+2,5 mg/2,5 ml Steri-
Neb® Lésung fir einen
Vernebler

IE/H/0163/001

69306.00.00

TEVA GMBH

DE

Ipramol Steri-Neb,
inhalationsvaeske til
nebulisator, oplgsning

IE/H/0163/001

41308

TEVA B.V

DK

Nebu-Iprasal 0,5mg/ 2,5
mg / 2,5 mi
verneveloplossing

IE/H/0163/001

BE315551

TEVA PHARMA BELGIUM
N.V./S.A

BE

COMBIPRASAL 0.5 mg /
2.5 mg per 2.5 ml
nebuliser solution

NL/H/2736/001

PA1815/001/001

PHARMA STULLN GMBH

IE

IPRASA 0,5mg / 2,5 mg
per 2,5 ml,
verneveloplossing

NL/H/2736/001

RVG112344

PHARMA STULLN GMBH

NL

COMBIPRASAL 0,5 mg /
2,5 mg Ldsung flr einen
Vernebler

NL/H/2736/001

88376.00.00

PENTA ARZNEIMITTEL GMBH

DE

COMBIPRASAL 0.5 mg /
2.5 mg nebuliser solution

NL/H/2736/001

PL 20905/0001

PHARMA STULLN GMBH

UK
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National Authorisation Number

MAH of product in the
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Member State where
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Atrodual lI6sning for not available 12394 BOEHRINGER INGELHEIM FI
nebulisator INTERNATIONAL GMBH
Atrodual sumutinliuos not available 12394 BOEHRINGER INGELHEIM FI

INTERNATIONAL GMBH
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