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

country) Authorisation number member state where product is
authorised

Curosurf® 120 mg - Suspension zur | not available 1-20914 CHIESI PHARMACEUTICALS AT

endotracheopulmonalen Instillation GMBH

Curosurf® 120 mg - Suspension zur | not available 1-20914 CHIESI PHARMACEUTICALS AT

endotracheopulmonalen Instillation GMBH

Curosurf® 240 mg - Suspension zur | not available 1-20927 CHIESI PHARMACEUTICALS AT

endotracheopulmonalen Instillation GMBH

Curosurf® 240 mg - Suspension zur | not available 1-20927 CHIESI PHARMACEUTICALS AT

endotracheopulmonalen Instillation GMBH

CUROSURF 120 mg not available BE168226 CHIESI NV BE

endotracheopulmonaire instillatie,

suspensie

CUROSURF 120 mg suspension pour | not available BE168226 CHIESI NV BE

instillation endotrachéopulmonaire

CUROSURF 120 mg Suspension zur | not available BE168226 CHIESI NV BE

endotracheopulmonalen Instillation

CUROSURF 240 mg not available BE168235 CHIESI NV BE

endotracheopulmonaire instillatie,

suspensie

CUROSURF 240 mg suspension pour | not available BE168235 CHIESI NV BE

instillation endotrachéopulmonaire
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CUROSURF 240 mg Suspension zur | not available BE168235 CHIESI NV BE
endotracheopulmonalen Instillation

KYPOCBHP® 80 mg/ml cycneHsunsa 3a | not available 9600101 CHIESI FARMACEUTICI BG
eHAOoTpaxeonyMOHanHo S.P.A.

WHCTUNNpaHe

Curosurf® 80mg/ml not available 14761 CHIESI HELLAS S.A. CY
endotracheopulmonary instillation

suspension

Curosurf® 80mg/ml not available 14761 CHIESI HELLAS S.A. CY
endotracheopulmonary instillation

suspension

CUROSURF 80 mg/ml Suspenze k not available 87/699/96-C CHIESI FARMACEUTICI Ccz
endotracheopulmonalni instilaci S.P.A.

CUROSURF not available 87/699/96-C CHIESI FARMACEUTICI Ccz
80 mg/ml S.P.A.

Suspenze k endotracheopulmonalni

instilaci

Curosurf® 120 mg Suspension zur not available 29016.00.00 CHIESI GMBH DE
endotracheopulmonalen Instillation.

Curosurf® 240 mg Suspension zur not available 29016.01.00 CHIESI GMBH DE
endotracheopulmonalen Instillation.

Curosurf, endotracheopulmonal not available 15034 CHIESI FARMACEUTICI DK
instillationsvaeske, suspension S.P.A.

Curosurf, endotrahheaalne not available 208898 CHIESI FARMACEUTICI EE

instillatsioonisuspensioon

S.P.A.
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CUROSURF 120 mg suspension para | not available 59601 CHIESI ESPANA S.A.U. ES
instilacién endotraqueopulmonar.

CUROSURF 240 mg suspension para | not available 59600 CHIESI ESPANA S.A.U. ES
instilaciéon endotraqueopulmonar.

Curosurf® 80 mg/ml not available 11427 CHIESI FARMACEUTICI FI

instillaatiosuspensio hengitysteihin S.P.A.

Curosurf® 80 mg/ml, not available 11427 CHIESI FARMACEUTICI FI

instillationsvatska for luftvagarna, S.P.A.

suspension

CUROSURF 120 mg/1,5 ml, not available 3400955775201 CHIESI S.A.S. FR
suspension pour instillation

endotrachéobronchique

CUROSURF 240 mg/3 ml, not available 3400955775379 CHIESI S.A.S. FR
suspension pour instillation

endotrachéobronchique

CUROSURF® , ENAIQPHMA not available 2105101 CHIESI HELLAS S.A. GR
ENAOTPAXEIONMNEYMONIKH

ENZTAAANA=H

CUROSURF® , ENAIQPHMA not available 2105102 CHIESI HELLAS S.A. GR
ENAOTPAXEIONNEYMONIKH

ENZTAAANAZH

CUROSURF 120 mg/1,5 ml ukapna not available HR-H-666938777-01 CHIESI PHARMACEUTICALS HR

tekucina za dusnik i pluéa,
suspenzija

GMBH
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CUROSURF 120 mg/1,5 ml ukapna not available HR-H-666938777-02 CHIESI PHARMACEUTICALS HR
tekucina za dusnik i pluéa, GMBH

suspenzija

CUROSURF 240 mg/3,0 ml ukapna not available HR-H-120570530-01 CHIESI PHARMACEUTICALS HR
tekucina za dusnik i pluda, GMBH

suspenzija

CUROSURF 240 mg/3,0 ml ukapna not available HR-H-120570530-02 CHIESI PHARMACEUTICALS HR
tekucina za dusnik i pluca, GMBH

suspenzija

Curosurf 80 mg/ml not available OGYI-T-5110/02 CHIESI FARMACEUTICI HU
endotracheopulmonalis csepegtet6 S.P.A.

szuszpenzid

Curosurf 80 mg/ml not available OGYI-T-5110/01 CHIESI FARMACEUTICI HU
endotracheopulmonalis csepegtetd S.P.A.

szuszpenzid

CUROSURF® 120mg / vial IE/H/0958/001-002 PA0584/005/001 CHIESI FARMACEUTICI IE
Endotracheopulmonary Instillation S.P.A.

Suspension

CUROSURF® 240 mg / vial 1IE/H/0958/001-002 PA0584/005/002 CHIESI FARMACEUTICI IE
Endotracheopulmonary Instillation S.P.A.

Suspension

Curosurf 80 mg/ml dreifa til ikomu i | not available 920189 CHIESI FARMACEUTICI IS
barka og lungu. S.P.A.

CUROSURF 80 MG/ML not available 028221024 CHIESI FARMACEUTICI IT

SOSPENSIONE PER INSTILLAZIONE
ENDOTRACHEOBRONCHIALE

S.P.A.

Preliminary Lead Member State PSUR assessment report

EMADOC-1700519818-2754208

Page 5/8




CUROSURF 80 MG/ML not available 028221036 CHIESI FARMACEUTICI IT
SOSPENSIONE PER INSTILLAZIONE S.P.A.
ENDOTRACHEOBRONCHIALE

CUROSURF 80 MG/ML not available 028221012 CHIESI FARMACEUTICI IT
SOSPENSIONE PER INSTILLAZIONE S.P.A.
ENDOTRACHEOBRONCHIALE

Curosurf 80 mg/ml | trachéjg ir (ar) | not available LT/1/97/2254/001 CHIESI PHARMACEUTICALS LT
bronchus lasinama suspensija GMBH

Curosurf 80 mg/ml | trachéjg ir (ar) | not available LT/1/97/2254/002 CHIESI PHARMACEUTICALS LT
bronchus lasinama suspensija GMBH

CUROSURF 120 mg suspension pour | not available 1999034958 0193005 CHIESI SA/NV LU
instillation endotrachéopulmonaire

CUROSURF 120 mg suspension pour | not available 1999034959 0193019 CHIESI SA/NV LU
instillation endotrachéopulmonaire

CUROSURF 80 mg/ml not available 98-0547 CHIESI FARMACEUTICI LV
endotraheopulmonara instilacija, S.P.A.

suspensija

CUROSURF 120mg / vial 1IE/H/0958/001-002 MA173/00104 CHIESI FARMACEUTICI MT
Endotracheopulmonary Instillation S.P.A.

Suspension

CUROSURF 240 mg / vial IE/H/0958/001-002 MA173/00105 CHIESI FARMACEUTICI MT

Endotracheopulmonary Instillation
Suspension

S.P.A.
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CUROSURF 80 mg/ml, not available RVG 16150 CHIESI PHARMACEUTICALS NL
endotracheopulmonaire instillatie, B.V.

suspensie

Curosurf 80 mg/ml, not available 8084 CHIESI FARMACEUTICI NO
endotrakeopulmonal S.P.A.

instillasjonsvaeske, suspensjon

CUROSURF, 80 mg/ml, zawiesina do | not available 7648 CHIESI FARMACEUTICI PL
stosowania dotchawiczego i S.P.A.

dooskrzelowego

CUROSURF, 80 mg/ml, zawiesina do | not available 7647 CHIESI FARMACEUTICI PL
stosowania dotchawiczego i S.P.A.

dooskrzelowego

Curosurf, 120 mg/1.5 ml, suspensao | not available 2139889 CHIESI FARMACEUTICI PT
para instilagdo S.P.A.

endotraqueobrdnquica

Curosurf, 240 mg/3 ml, suspensao not available 2139988 CHIESI FARMACEUTICI PT
para instilagao S.P.A.

endotraqueobrdnquica

CUROSURF 120 mg, suspensie not available 272/2007/01 CHIESI FARMACEUTICI RO
pentru instilatie endotraheo- S.P.A.

pulmonara

Curosurf 80 mg/ml not available 11932 CHIESI FARMACEUTICI SE
instillationsvatska for luftvagarna, S.P.A.

suspension

Curosurf 80 mg/ml suspenzija za not available H/01/00431/001 CHIESI PHARMACEUTICALS SI

endotraheopulmonalno vkapavanje

GMBH
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Curosurf 80 mg/ml suspenzija za not available H/01/00431/002 CHIESI PHARMACEUTICALS SI
endotraheopulmonalno vkapavanje GMBH

Curosurf 80 mg/ml suspenzija za not available H/01/00431/003 CHIESI PHARMACEUTICALS SI
endotraheopulmonalno vkapavanje GMBH

Curosurf 120 mg not available 87/0209/99-S CHIESI FARMACEUTICI SK
endotracheopulmonalna suspenzna S.P.A.

instilacia

Curosurf 120 mg not available 87/0209/99-S CHIESI FARMACEUTICI SK
endotracheopulmonalna suspenzna S.P.A.

instilacia

Curosurf 240 mg not available 87/0210/99-S CHIESI FARMACEUTICI SK

endotracheopulmonalna suspenzna
instilacia

S.P.A.
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