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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

Treoject 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/002

039100110

LIFEPHARMA SPA

IT

Treoject 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/003

039100122

LIFEPHARMA SPA

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the

Member State where

authorisation country) number Number member state product is authorised
Injektionslésung in einer

Fertigspritze

Siroctid 0,1 mg /ml IT/H/0152/002 BE443755 CHEMI S.P.A. BE
Injektionsldsung in einer

Fertigspritze

Siroctid 0,5 mg /ml IT/H/0152/003 BE443764 CHEMI S.P.A. BE
Injektionsldsung in einer

Fertigspritze

Treoject 50 microgrammi/ml, IT/H/0152/001 039100019 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 50 microgrammi/ml, 1IT/H/0152/001 039100021 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 50 microgrammi/ml, IT/H/0152/001 039100033 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 500 microgrammi/ml, IT/H/0152/003 039100072 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 500 microgrammi/ml, IT/H/0152/003 039100084 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 500 microgrammi/ml, IT/H/0152/003 039100096 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 100 microgrammi/ml, IT/H/0152/002 039100045 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 100 microgrammi/ml, IT/H/0152/002 039100058 LIFEPHARMA SPA IT
soluzione iniettabile in siringa

preriempita

Treoject 100 microgrammi/mil, IT/H/0152/002 039100060 LIFEPHARMA SPA IT

soluzione iniettabile in siringa
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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

preriempita

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0152/001

BE443746

CHEMI S.P.A.

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

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml

IT/H/0152/002

BE443755

CHEMI S.P.A.

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

Injektionslésung in einer
Fertigspritze

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionsldsung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionsldsung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
preremplie

IT/H/0153/001

34009 395 35395

CHEMI S.P.A.

FR

Siroctid 0,05 mg/ml, solution

IT/H/0153/001

34009 395 354 5 6

CHEMI S.P.A.

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

injectable ou solution a diluer
pour perfusion en seringue
preremplie

Siroctid 0,05 mg/ml, solution IT/H/0153/001 34009 3953551 7 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue
preremplie

Siroctid 0,05 mg/ml IT/H/0153/001 1-28518 CHEMI S.P.A. AT
Injektionsldsung in einer
Fertigspritze

Siroctid 0,1 mg/ml IT/H/0153/002 1-28519 CHEMI S.P.A. AT
Injektionsldsung in einer
Fertigspritze
SIROCTID® 0,1 mg/ml, solution | IT/H/0153/002 34009 395384 19 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,1 mg/ml, solution | IT/H/0153/002 34009 395 3858 7 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,1 mg/ml, solution | IT/H/0153/002 34009 395 386 4 8 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue

préremplie

Siroctid 0,5 mg/ml IT/H/0153/003 1-28520 CHEMI S.P.A. AT
Injektionsldsung in einer

Fertigspritze

SIROCTID® 0,5 mg/ml, solution | IT/H/0153/003 34009 39542201 CHEMI S.P.A. FR

injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,5 mg/ml, solution | IT/H/0153/003 34009 39542379 CHEMI S.P.A. FR
injectable ou solution a diluer
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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

pour perfusion en seringue
préremplie

injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,5 mg/ml, solution

IT/H/0153/003

34009 395424 30

CHEMI S.P.A.

FR

Siroctid 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/001

039101011

CHEMI S.P.A.

Siroctid 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/001

039101023

CHEMI S.P.A.

Siroctid 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/001

039101035

CHEMI S.P.A.

Siroctid 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/003

039101074

CHEMI S.P.A.

Siroctid 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/003

039101086

CHEMI S.P.A.

Siroctid 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/003

039101098

CHEMI S.P.A.

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101047

CHEMI S.P.A.

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101050

CHEMI S.P.A.

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101062

CHEMI S.P.A.

Siroctid 0,05 mg/ml

IT/H/0153/001

1-28518

CHEMI S.P.A.

AT
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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

Injektionslésung in einer
Fertigspritze

Siroctid 0,05 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/001

1-28518

CHEMI S.P.A.

AT

Siroctid 0,1 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/002

1-28519

CHEMI S.P.A.

AT

Siroctid 0,1 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/002

1-28519

CHEMI S.P.A.

AT

Siroctid 0,5 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/003

1-28520

CHEMI S.P.A.

AT

Siroctid 0,5 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/003

1-28520

CHEMI S.P.A.

AT

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 50 micrograms/mi
solution for injection in prefilled
syringe

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

X1

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 500 micrograms
/ml, solution for injection in
prefilled syringe

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

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

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 50 micrograms/mi
solution for injection in prefilled
syringe

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

Xl

OCTREOTIDE 50 micrograms/ml
solution for injection in prefilled
syringe

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

Xl

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

OCTREOTIDE 500 micrograms
/ml, solution for injection in
prefilled syringe

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1

OCTREOTIDE 500 micrograms
/ml, solution for injection in
prefilled syringe

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 50 micrograms/ml

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

X1
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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

solution for injection in prefilled
syringe

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 500 micrograms
/ml, solution for injection in
prefilled syringe

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 50
Mikrogramm/ml Injektionslésung

DE/H/6972/001

78135.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 100
Mikrogramm/ml Injektionslésung

DE/H/6972/002

78136.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

Octreotid-hameln 500
Mikrogramm/ml Injektionslésung

DE/H/6972/003

78137.00.00

CHEMI S.P.A.

DE

OCTREOTIDE 50 micrograms/mi
solution for injection in prefilled
syringe

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

X1

OCTREOTIDE 50 micrograms/ml
solution for injection in prefilled
syringe

DE/H/6972/001

PL 04465/0005

CHEMI S.P.A.

X1

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

OCTREOTIDE 100
micrograms/ml, solution for
injection in prefilled syringe

DE/H/6972/002

PL 04465/0006

CHEMI S.P.A.

X1

OCTREOTIDE 500 micrograms

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1
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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

/ml, solution for injection in
prefilled syringe

OCTREOTIDE 500 micrograms
/ml, solution for injection in
prefilled syringe

DE/H/6972/003

PL 04465/0007

CHEMI S.P.A.

X1

Siroctid 0,05 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
preremplie

IT/H/0153/001

34009 395 35395

CHEMI S.P.A.

FR

Siroctid 0,05 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
preremplie

IT/H/0153/001

34009 395 354 5 6

CHEMI S.P.A.

FR

Siroctid 0,05 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
preremplie

IT/H/0153/001

34009 39535517

CHEMI S.P.A.

FR

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/001

1-28518

CHEMI S.P.A.

AT

Siroctid 0,1 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/002

1-28519

CHEMI S.P.A.

AT

SIROCTID® 0,1 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
préremplie

IT/H/0153/002

34009 39538419

CHEMI S.P.A.

FR

SIROCTID® 0,1 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue
préremplie

IT/H/0153/002

34009 3953858 7

CHEMI S.P.A.

FR

SIROCTID® 0,1 mg/ml, solution
injectable ou solution a diluer
pour perfusion en seringue

IT/H/0153/002

34009 395 386 4 8

CHEMI S.P.A.

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

authorisation country) number Number member state product is authorised
préremplie
Siroctid 0,5 mg/ml IT/H/0153/003 1-28520 CHEMI S.P.A. AT

Injektionslésung in einer
Fertigspritze
SIROCTID® 0,5 mg/ml, solution | IT/H/0153/003 34009 39542201 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,5 mg/ml, solution | IT/H/0153/003 34009 3954237 9 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue
préremplie

SIROCTID® 0,5 mg/ml, solution | IT/H/0153/003 34009 395424 30 CHEMI S.P.A. FR
injectable ou solution a diluer
pour perfusion en seringue

préremplie

Siroctid 50 microgrammi/ml, IT/H/0153/001 039101011 CHEMI S.P.A. IT
soluzione iniettabile in siringa

preriempita

Siroctid 50 microgrammi/ml, IT/H/0153/001 039101023 CHEMI S.P.A. IT

soluzione iniettabile in siringa
preriempita
Siroctid 50 microgrammi/ml, IT/H/0153/001 039101035 CHEMI S.P.A. IT
soluzione iniettabile in siringa
preriempita
Siroctid 500 microgrammi/ml, IT/H/0153/003 039101074 CHEMI S.P.A. IT
soluzione iniettabile in siringa
preriempita
Siroctid 500 microgrammi/ml, IT/H/0153/003 039101086 CHEMI S.P.A. IT
soluzione iniettabile in siringa
preriempita
Siroctid 500 microgrammi/ml, IT/H/0153/003 039101098 CHEMI S.P.A. IT
soluzione iniettabile in siringa
preriempita
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authorisation country)

MRP/DCP Authorisation
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National Authorisation
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member state

Member State where
product is authorised

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101047

CHEMI S.P.A.

IT

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101050

CHEMI S.P.A.

Siroctid 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0153/002

039101062

CHEMI S.P.A.

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/001

1-28518

CHEMI S.P.A.

AT

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/001

1-28518

CHEMI S.P.A.

AT

Siroctid 0,1 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/002

1-28519

CHEMI S.P.A.

AT

Siroctid 0,1 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/002

1-28519

CHEMI S.P.A.

AT

Siroctid 0,5 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0153/003

1-28520

CHEMI S.P.A.

AT

Siroctid 0,5 mg/ml
Injektionsldsung in einer
Fertigspritze

IT/H/0153/003

1-28520

CHEMI S.P.A.

AT

SANDOSTATIN LAR 10 mg
pulbere si solvent pentru
suspensie injectabila

DE/H/5095/005

6869/2014/01

NOVARTIS PHARMA GMBH

RO

SANDOSTATIN LAR 10 mg
pulbere si solvent pentru
suspensie injectabila

DE/H/5095/005

6869/2014/02

NOVARTIS PHARMA GMBH

RO

SANDOSTATIN LAR 20 mg

DE/H/5095/006

6870/2014/01

NOVARTIS PHARMA GMBH

RO
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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

pulbere si solvent pentru
suspensie injectabila

SANDOSTATIN LAR 20 mg
pulbere si solvent pentru
suspensie injectabila

DE/H/5095/006

6870/2014/02

NOVARTIS PHARMA GMBH

RO

SANDOSTATIN LAR 30 mg
pulbere si solvent pentru
suspensie injectabila

DE/H/5095/007

6871/2014/01

NOVARTIS PHARMA GMBH

RO

SANDOSTATIN LAR 30 mg
pulbere si solvent pentru
suspensie injectabila

DE/H/5095/007

6871/2014/02

NOVARTIS PHARMA GMBH

RO

SANDOSTATIN 100
micrograme/1 ml solutie
injectabila/perfuzabild

DE/H/5095/002

4756/2012/01

NOVARTIS PHARMA GMBH

RO

Sandostatin 100 mikrog/ml,
injektions-/infusionsvétska,
I8sning

DE/H/5095/002

10165

NOVARTIS FINLAND OY

Fl

Sandostatin 500 mikrog/ml,
injektions-/infusionsvétska,
I6sning

DE/H/5095/003

10166

NOVARTIS FINLAND OY

Fl

Sandostatin 100 mikrog/ml,
injektio-/infuusioneste, liuos

DE/H/5095/002

10165

NOVARTIS FINLAND OY

Fl

Sandostatin 50 mikrog/ml,
injektio-/infuusioneste, liuos

DE/H/5095/001

10164

NOVARTIS FINLAND OY

Fl

Sandostatin 50 mikrog/ml,
injektions-/infusionsvatska,
I6sning

DE/H/5095/001

10164

NOVARTIS FINLAND OY

FI

Sandostatin 500 mikrog/ml,
injektio-/infuusioneste, liuos

DE/H/5095/003

10166

NOVARTIS FINLAND OY

FI

Sandostatine Long Acting
Repeatable 10 mg, poudre et
solvant pour suspension
injectable

DE/H/5095/005

1998020008

NOVARTIS PHARMA N.V.

LU

Sandostatine® Long Acting

DE/H/5095/005

1998020008

NOVARTIS PHARMA N.V.

LU
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authorisation country)

MRP/DCP Authorisation
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National Authorisation
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MAH of product in the
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Member State where
product is authorised

Repeatable 10 mg, Pulver und
Lésungsmittel zur Herstellung
einer Injektionssuspension

Sandostatine Long Acting
Repeatable 20 mg, poudre et
solvant pour suspension
injectable

DE/H/5095/006

1998020007

NOVARTIS PHARMA N.V.

LU

Sandostatine®Long Acting
Repeatable 20 mg, Pulver und
Losungsmittel zur Herstellung
einer Injektionssuspension

DE/H/5095/006

1998020007

NOVARTIS PHARMA N.V.

LU

Sandostatine Long Acting
Repeatable 30 mg, poudre et
solvant pour suspension
injectable

DE/H/5095/007

1998020011

NOVARTIS PHARMA N.V.

LU

Sandostatine® Long Acting
Repeatable 30 mg, Pulver und
Lésungsmittel zur Herstellung
einer Injektionssuspension

DE/H/5095/007

1998020011

NOVARTIS PHARMA N.V.

LU

Sandostatine Long Acting
Repeatable 10 mg poudre et
solvant pour suspension
injectable

DE/H/5095/005

BE191746

NOVARTIS PHARMA N.V.

BE

Sandostatine Long Acting
Repeatable 10 mg, poeder en
oplosmiddel voor suspensie voor
injectie

DE/H/5095/005

BE191746

NOVARTIS PHARMA N.V.

BE

Sandostatine Long Acting
Repeatable 20 mg poudre et
solvant pour suspension
injectable

DE/H/5095/006

BE191737

NOVARTIS PHARMA N.V.

BE

Sandostatine Long Acting
Repeatable 20 mg, poeder en
oplosmiddel voor suspensie voor
injectie

DE/H/5095/006

BE191737

NOVARTIS PHARMA N.V.

BE
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MAH of product in the
member state
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Sandostatine Long Acting
Repeatable 30 mg poudre et
solvant pour suspension
injectable

DE/H/5095/007

BE191685

NOVARTIS PHARMA N.V.

BE

Sandostatine Long Acting
Repeatable 30 mg, poeder en
oplosmiddel voor suspensie voor
injectie

DE/H/5095/007

BE191685

NOVARTIS PHARMA N.V.

BE

Sandostatine® Long Acting
Repeatable 10 mg, Pulver und
Losungsmittel zur Herstellung
einer Injektionssuspension

DE/H/5095/005

BE191746

NOVARTIS PHARMA N.V.

BE

Sandostatine® Long Acting
Repeatable 20 mg, Pulver und
Losungsmittel zur Herstellung
einer Injektionssuspension

DE/H/5095/006

BE191737

NOVARTIS PHARMA N.V.

BE

Sandostatine® Long Acting
Repeatable 30 mg, Pulver und
Ldsungsmittel zur Herstellung
einer Injektionssuspension

DE/H/5095/007

BE191685

NOVARTIS PHARMA N.V.

BE

CAHOOCTATUH LAR 20 mg npax
W pasTBOPUTEN 3@ UHXEKLMOHHA
cycneHsus

DE/H/5095/006

20000366

NOVARTIS PHARMA GMBH

BG

CAHOOCTATUH LAR 30 MG TMPAX
N PASTBOPUTEJ 3A
NMHXEKLMOHHA CYCIEH3U1A

DE/H/5095/007

20000367

NOVARTIS PHARMA GMBH

BG

CAHOOCTATWH 100
Mukporpama/1 ml
WHXEKLUWOHEH/NHDY3NOHEH
pas3TBop

DE/H/5095/002

20000349

NOVARTIS PHARMA GMBH

BG

SANDOSTATIN LAR 20 mg KOVIG
Kail d1aAuTNG yia evETIHO
gvaiwpnua

DE/H/5095/006

18078

NOVARTIS IRELAND
LIMITED

CY

SANDOSTATIN LAR 30 mg KoVIG

DE/H/5095/007

18079

NOVARTIS IRELAND

CY
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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

kal 81aAUTNG yia eVECIHO
evaiwpnua

LIMITED

SANDOSTATIN LAR 10 mg KoVIG
Kal d1IaAuTNG yia evéTIPo
evaiwpnua

DE/H/5095/005

18077

NOVARTIS IRELAND
LIMITED

CY

SANDOSTATIN LAR 20 mg
prasek a rozpoustédlo pro
injekéni suspenzi

DE/H/5095/006

56/125/00-C

NOVARTIS S.R.O.,

cz

SANDOSTATIN LAR 30 mg
prasek a rozpoustédlo pro
injekéni suspenzi

DE/H/5095/007

56/126/00-C

NOVARTIS S.R.O.,

cz

Sandostatin LAR, 10 mg
sUstesuspensiooni pulber ja
lahusti

DE/H/5095/005

283099

SIA NOVARTIS BALTICS

EE

Sandostatin LAR, 20 mg
sUstesuspensiooni pulber ja
lahusti

DE/H/5095/006

283199

SIA NOVARTIS BALTICS

EE

Sandostatin LAR, 30 mg
sUstesuspensiooni pulber ja
lahusti

DE/H/5095/007

283299

SIA NOVARTIS BALTICS

EE

SANDOSTATIN 0,1 mg/ml,
injekéni/infuzni roztok

DE/H/5095/002

56/183/90-B/C

NOVARTIS S.R.O.,

Ccz

Sandostatin, 100
mikrogrammi/mil, suste-
/infusioonilahus

DE/H/5095/002

217498

SIA NOVARTIS BALTICS

EE

Sandostatin LAR, pulver og
solvens til injektionsveeske,
suspension

DE/H/5095/005

17059

NOVARTIS HEALTHCARE A/S

DK

Sandostatin LAR, pulver og
solvens til injektionsvaeske,
suspension

DE/H/5095/006

17060

NOVARTIS HEALTHCARE A/S

DK

Sandostatin LAR, pulver og
solvens til injektionsvaeske,
suspension

DE/H/5095/007

17061

NOVARTIS HEALTHCARE A/S

DK
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
authorisation country) number Number member state product is authorised
SANDOSTATIN LAR 10 mg por és | DE/H/5095/005 OGYI-T-1723/03 NOVARTIS HUNGARIA KFT. HU
olddszer szuszpenzids

injekcidhoz

Sandostatin LAR 10 mg pulveris DE/H/5095/005 98-0428 SIA NOVARTIS BALTICS LV
un f. Mitdink) b s injekciju

suspensijas pagatavoft,anai

SANDOSTATIN LAR 20 mg por és | DE/H/5095/006 OGYI-T-1723/04 NOVARTIS HUNGARIA KFT. HU
oldészer szuszpenziés

injekcidhoz

Sandostatin LAR 20 mg pulveris DE/H/5095/006 98-0429 SIA NOVARTIS BALTICS LV
un 1, Mbtdink) b s injekciju

suspensijas pagatavoft,anai

SANDOSTATIN LAR 30 mg por és | DE/H/5095/007 OGYI-T-1723/05 NOVARTIS HUNGARIA KFT. HU
oldészer szuszpenzids

injekcidhoz

Sandostatin LAR 30 mg pulveris DE/H/5095/007 98-0430 SIA NOVARTIS BALTICS LV
un t, Mhtdink) b s injekciju

suspensijas pagatavot,anai

Sandostatin 100 mikrogramm/1 DE/H/5095/002 OGYI-T-1723/01 NOVARTIS HUNGARIA KFT. HU
ml oldatos injekcid/infuzié

Sandostatin 100 mikrogrami/ml DE/H/5095/002 94-0058 SIA NOVARTIS BALTICS LV
Skidums injekcijam/infizijam

SANDOSTATIN LAR 10 mg KOVIC DE/H/5095/005 225670401 NOVARTIS (HELLAS) GR
kal d1IaAUTNG YIa EVECIHO S.A.C.I.

evaiwpnua

SANDOSTATIN LAR 20 mg KOVIG DE/H/5095/006 225670501 NOVARTIS (HELLAS) GR
Kal d1aAUTNG yIa EVECIHO S.A.C.I.

Evalwpnua

SANDOSTATIN LAR 30 mg KOVIG DE/H/5095/007 225670601 NOVARTIS (HELLAS) GR
Kai d1aAUTNG yIa EVECIUO S.A.C.I.

Evalwpnua

SANDOSTATIN 0,1 mg/ ml, DE/H/5095/002 197980101 NOVARTIS (HELLAS) GR
AlgAupa yia éveon / €yxuaon S.A.C.I.

SANDOSTATIN 0,5 mg/ml, DE/H/5095/003 197980401 NOVARTIS (HELLAS) GR
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
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AldAupa yia éveon / €yxuon S.A.C.I.

Sandostatin LAR 10 mg milteliai DE/H/5095/005 LT/1/94/1033/005 SIA NOVARTIS BALTICS LT
ir tirpiklis injekcinei suspensijai

Sandostatin LAR 20 mg milteliai DE/H/5095/006 LT/1/94/1033/007 SIA NOVARTIS BALTICS LT
ir tirpiklis injekcinei suspensijai

Sandostatin LAR 30 mg milteliai DE/H/5095/007 LT/1/94/1033/009 SIA NOVARTIS BALTICS LT
ir tirpiklis injekcinei suspensijai

Sandostatin®LAR® 10 mg, DE/H/5095/005 PL 23860/0033 NOVARTIS IRELAND Xl
20mg or 30mg powder and LIMITED

solvent for suspension for

injection

Sandostatin® LAR® 10 mg, DE/H/5095/006 PL 23860/0034 NOVARTIS IRELAND Xl
20mg or 30mg powder and LIMITED

solvent for suspension for

injection

Sandostatin®LAR® 10 mg, DE/H/5095/007 PL 23860/0035 NOVARTIS IRELAND Xl
20mg or 30mg powder and LIMITED

solvent for suspension for

injection

Sandostatin® 100 microgram/1 DE/H/5095/002 PL 23860/0031 NOVARTIS IRELAND Xl
ml, solution for injection/infusion LIMITED

Sandostatin® 50 microgram/1 DE/H/5095/001 PL 23860/0030 NOVARTIS IRELAND X1
ml, solution for injection/infusion LIMITED

Sandostatin® 500 microgram/1 DE/H/5095/003 PL 23860/0032 NOVARTIS IRELAND X1
ml, solution for injection/infusion LIMITED

SANDOSTATIN LAR 10 mg polvo | DE/H/5095/005 62.139 NOVARTIS FARMACEUTICA ES
y disolvente para suspension S.A.

inyectable

SANDOSTATIN LAR 20 mg polvo | DE/H/5095/006 62.140 NOVARTIS FARMACEUTICA ES
y disolvente para suspension S.A.

inyectable

SANDOSTATIN LAR 30 mg polvo | DE/H/5095/007 62.141 NOVARTIS FARMACEUTICA ES
y disolvente para suspension S.A.

inyectable
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
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SANDOSTATIN 100 DE/H/5095/002 59.559 NOVARTIS FARMACEUTICA ES
microgramos/ml solucion S.A.
inyectable y para perfusion
SANDOSTATIN 50 DE/H/5095/001 59.561 NOVARTIS FARMACEUTICA ES
microgramos/ml soluciéon S.A.
inyectable y para perfusiéon
Sandostatin® 50 ug, DE/H/5095/001 29423.00.00 NOVARTIS PHARMA GMBH DE
Injektionslésung/Infusionslésung
Sandostatina LAR 10 mg p6 e DE/H/5095/005 8705145 NOVARTIS FARMA - PT
veiculo para suspensao injetavel PRODUTOS

FARMACEUTICOS S.A.
Sandostatina LAR 20 mg p6 e DE/H/5095/006 8705152 NOVARTIS FARMA - PT
veiculo para suspenséo injetavel PRODUTOS

FARMACEUTICOS S.A.
Sandostatina LAR 30 mg po e DE/H/5095/007 8705160 NOVARTIS FARMA - PT
veiculo para suspenséo injetavel PRODUTOS

FARMACEUTICOS S.A.
SANDOSTATIN 100 DE/H/5095/002 R/0429 NOVARTIS POLAND SP. ZO. | PL
mikrograméw/1 ml, roztwor do 0.
wstrzykiwan / do infuzji
SANDOSTATIN 50 DE/H/5095/001 R/0427 NOVARTIS POLAND SP. ZO. | PL
mikrogramoéw/1 ml, roztwér do 0.
wstrzykiwan / do infuzji
SANDOSTATIN LAR 10 mg DE/H/5095/005 4597 NOVARTIS POLAND SP. Z O. PL
proszek i rozpuszczalnik do O.
sporzadzania zawiesiny do
wstrzykiwan
SANDOSTATIN LAR 20 mg DE/H/5095/006 4596 NOVARTIS POLAND SP. ZO. | PL
proszek i rozpuszczalnik do 0.
sporzadzania zawiesiny do
wstrzykiwan
SANDOSTATIN LAR 30 mg DE/H/5095/007 4595 NOVARTIS POLAND SP. ZO. | PL
proszek i rozpuszczalnik do O.
sporzadzania zawiesiny do
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wstrzykiwan

SANDOSTATIN® LAR® 10 mg
Pulver und Lésungsmittel zur
Herstellung einer
Injektionssuspension

DE/H/5095/005

1-22217

NOVARTIS PHARMA GMBH

AT

SANDOSTATIN® LAR® 20 mg
Pulver und Lésungsmittel zur
Herstellung einer
Injektionssuspension

DE/H/5095/006

1-22215

NOVARTIS PHARMA GMBH

AT

SANDOSTATIN® LAR® 30 mg
Pulver und Lésungsmittel zur
Herstellung einer
Injektionssuspension

DE/H/5095/007

1-22216

NOVARTIS PHARMA GMBH

AT

SANDOSTATIN® 50
Mikrogramm/ml Injektions-
/Infusionslésung

DE/H/5095/001

1-19101

NOVARTIS PHARMA GMBH

AT

SANDOSTATIN® 100
Mikrogramm/ml Injektions-
/Infusionslésung

DE/H/5095/002

1-19099

NOVARTIS PHARMA GMBH

AT

SANDOSTATIN® 500
Mikrogramm/ml Injektions-
/Infusionslésung

DE/H/5095/003

1-19100

NOVARTIS PHARMA GMBH

AT

Sandostatine 50 microgram/1
ml, oplossing voor
injectie/infusie

DE/H/5095/001

RVG 12612

NOVARTIS PHARMA B.V.

NL

Sandostatine 100 microgram/1
ml, oplossing voor
injectie/infusie

DE/H/5095/002

RVG 12613

NOVARTIS PHARMA B.V.

NL

Sandostatine LAR 10 mg, poeder
en oplosmiddel voor suspensie
Voor injectie

DE/H/5095/005

RVG 18235

NOVARTIS PHARMA B.V.

NL

Sandostatine LAR 20 mg, poeder
en oplosmiddel voor suspensie
Vvoor injectie

DE/H/5095/006

RVG 18236

NOVARTIS PHARMA B.V.

NL
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Sandostatine LAR 30 mg, poeder
en oplosmiddel voor suspensie
Voor injectie

DE/H/5095/007

RVG 18237

NOVARTIS PHARMA B.V.

NL

SANDOSTATIN LAR 20 mg
prasSok a disperzné prostredie na
injekénu suspenziu

DE/H/5095/006

56/0276/00-S

NOVARTIS SLOVAKIA S.R.O.

SK

SANDOSTATIN LAR 30 mg
prasSok a disperzné prostredie na
injekénu suspenziu

DE/H/5095/007

56/0277/00-S

NOVARTIS SLOVAKIA S.R.O.

SK

Sandostatina LAR 10 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/005

027083082

NOVARTIS FARMA S.P.A.

Sandostatina LAR 20 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/006

027083094

NOVARTIS FARMA S.P.A.

Sandostatina LAR 30 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/007

027083106

NOVARTIS FARMA S.P.A.

Sandostatine® 100
Mikrogramm/1 ml,
Injektionlésung/Infusionslésung

DE/H/5095/002

BE141382

NOVARTIS PHARMA N.V.

BE

Sandostatine® 500
Mikrogramm/1 ml,
Injektionlésung/Infusionslésung

DE/H/5095/003

BE156362

NOVARTIS PHARMA N.V.

BE

Sandostatine 100
microgrammes/1 ml, solution
injectable/pour perfusion

DE/H/5095/002

2000116136

NOVARTIS PHARMA N.V.

LU

Sandostatine® 100
Mikrogramm/1 ml,
Injektionsldsung/Infusionslésung

DE/H/5095/002

2000116136

NOVARTIS PHARMA N.V.

LU

Sandostatine 500
microgrammes/1 ml, solution
injectable/pour perfusion

DE/H/5095/003

2000116137

NOVARTIS PHARMA N.V.

LU

Sandostatine® 500

DE/H/5095/003

2000116137

NOVARTIS PHARMA N.V.

LU
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authorisation country) number Number member state product is authorised
Mikrogramm/1 ml,

Injektionslésung/Infusionslésung

Sandostatin LAR 10 mg prasSek in | DE/H/5095/005 H/92/01395/004 NOVARTIS PHARMA GMBH Sl
vehikel za suspenzijo za

injiciranje

Sandostatin LAR 20 mg praSek in | DE/H/5095/006 H/92/01395/005 NOVARTIS PHARMA GMBH Sl
vehikel za suspenzijo za

injiciranje

Sandostatin LAR 30 mg praSek in | DE/H/5095/007 H/92/01395/006 NOVARTIS PHARMA GMBH Sl
vehikel za suspenzijo za

injiciranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/002 NOVARTIS PHARMA GMBH S
za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina | DE/H/5095/003 H/92/01395/003 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/013 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/014 NOVARTIS PHARMA GMBH S
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/015 NOVARTIS PHARMA GMBH S
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/016 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/017 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,1 mg/ml raztopina | DE/H/5095/002 H/92/01395/018 NOVARTIS PHARMA GMBH S
za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina | DE/H/5095/003 H/92/01395/019 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina | DE/H/5095/003 H/92/01395/020 NOVARTIS PHARMA GMBH Sl
za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina | DE/H/5095/003 H/92/01395/021 NOVARTIS PHARMA GMBH S
za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina | DE/H/5095/003 H/92/01395/022 NOVARTIS PHARMA GMBH S
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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

za injiciranje/infundiranje

Sandostatin 0,5 mg/ml raztopina
za injiciranje/infundiranje

DE/H/5095/003

H/92/01395/023

NOVARTIS PHARMA GMBH

Sl

Sandostatin 0,5 mg/ml raztopina
za injiciranje/infundiranje

DE/H/5095/003

H/92/01395/024

NOVARTIS PHARMA GMBH

S

Sandostatin LAR 10 mg prasek in
vehikel za suspenzijo za
injiciranje

DE/H/5095/005

H/92/01395/025

NOVARTIS PHARMA GMBH

S

Sandostatin LAR 20 mg prasek in
vehikel za suspenzijo za
injiciranje

DE/H/5095/006

H/92/01395/026

NOVARTIS PHARMA GMBH

S

Sandostatin LAR 30 mg prasek in
vehikel za suspenzijo za
injiciranje

DE/H/5095/007

H/92/01395/027

NOVARTIS PHARMA GMBH

Sl

Sandostatina LAR 10 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/005

027083322

NOVARTIS FARMA S.P.A.

Sandostatina LAR 20 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/006

027083334

NOVARTIS FARMA S.P.A.

Sandostatina LAR 30 mg polvere
e solvente per sospensione
iniettabile

DE/H/5095/007

027083346

NOVARTIS FARMA S.P.A.

SANDOSTATINE L.P. 20 mg,
poudre et solvant pour
suspension injectable

DE/H/5095/006

34009 300 214 8 4

NOVARTIS PHARMA S.A.S.

FR

SANDOSTATINE L.P. 30 mg,
poudre et solvant pour
suspension injectable

DE/H/5095/007

34009 300 21545

NOVARTIS PHARMA S.A.S.

FR

SANDOSTATINE L.P. 10 mg
poudre et solvant pour
suspension injectable

DE/H/5095/005

34009 300 214 7 7

NOVARTIS PHARMA S.A.S.

FR

Sandostatin 100 mikrogramy/ml
injekcinis ar infuzinis tirpalas

DE/H/5095/002

LT/1/94/1033/001

SIA NOVARTIS BALTICS

LT
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authorisation country)

MRP/DCP Authorisation
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National Authorisation
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MAH of product in the
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Member State where
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Sandostatin LAR 10 mg
injektiokuiva-aine ja liuotin,
suspensiota varten

DE/H/5095/005

11990

NOVARTIS FINLAND OY

FI

Sandostatin LAR 10 mg pulver
och vatska till injektionsvéatska,
suspension

DE/H/5095/005

11990

NOVARTIS FINLAND OY

FI

Sandostatin LAR 20 mg
injektiokuiva-aine ja liuotin,
suspensiota varten

DE/H/5095/006

11991

NOVARTIS FINLAND OY

Fl

Sandostatin LAR 20 mg pulver
och vatska till injektionsvatska,
suspension

DE/H/5095/006

11991

NOVARTIS FINLAND OY

Fl

Sandostatin LAR 30 mg
injektiokuiva-aine ja liuotin,
suspensiota varten

DE/H/5095/007

11992

NOVARTIS FINLAND OY

Fl

Sandostatin LAR 30 mg pulver
och vatska till injektionsvétska,
suspension

DE/H/5095/007

11992

NOVARTIS FINLAND OY

Fl

Sandostatin, injektions-
/infusionsvaeske, oplgsning

DE/H/5095/001

12987

NOVARTIS HEALTHCARE A/S

DK

Sandostatin, injektions-
/infusionsvaeske, oplgsning

DE/H/5095/002

12988

NOVARTIS HEALTHCARE A/S

DK

SANDOSTATIN 100
mikrogramov/1 ml
injekény/inflzny roztok

DE/H/5095/002

56/0060/17-S

NOVARTIS SLOVAKIA S.R.O.

SK

SANDOSTATIN 500
mikrogramov/1 ml
injekcny/infazny roztok

DE/H/5095/003

56/0061/17-S

NOVARTIS SLOVAKIA S.R.O.

SK

Sandostatin 100 mikrogram/ml
injektions-/infusionsvatska,
I6sning

DE/H/5095/002

10983

NOVARTIS SVERIGE AB

SE

Sandostatin 50 mikrogram/ml
injektions-/infusionsvatska,
I6sning

DE/H/5095/001

10982

NOVARTIS SVERIGE AB

SE
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Sandostatin 500 mikrogram/ml
injektions-/infusionsvétska,
I6sning

DE/H/5095/003

11294

NOVARTIS SVERIGE AB

SE

Sandostatin LAR 20 mg pulver
och vatska till injektionsvéatska,
suspension

DE/H/5095/006

14058

NOVARTIS SVERIGE AB

SE

Sandostatin LAR 30 mg pulver
och vatska till injektionsvéatska,
suspension

DE/H/5095/007

14059

NOVARTIS SVERIGE AB

SE

Sandostatin LAR 10 mg pulver
och vatska till injektionsvatska,
suspension

DE/H/5095/005

14057

NOVARTIS SVERIGE AB

SE

SANDOSTATIN 100
Hikpoypappdpia/1 ml, evéoipo
d1aAupa/diaAupa npog £yxuon

DE/H/5095/002

18418

NOVARTIS IRELAND
LIMITED

cYy

Sandostatine 100
microgrammes/1 ml, solution
injectable/pour perfusion

DE/H/5095/002

BE141382

NOVARTIS PHARMA N.V.

BE

Sandostatine 100 microgram/1
ml, oplossing voor
injectie/infusie

DE/H/5095/002

BE141382

NOVARTIS PHARMA N.V.

BE

Sandostatine 500
microgrammes/1 ml, solution
injectable/pour perfusion

DE/H/5095/003

BE156362

NOVARTIS PHARMA N.V.

BE

Sandostatine 500 microgram/1
ml, oplossing voor
injectie/infusie

DE/H/5095/003

BE156362

NOVARTIS PHARMA N.V.

BE

SANDOSTATINE 100
microgrammes/1 mL, solution
injectable/pour perfusion

DE/H/5095/002

34009 342 442 7 8

NOVARTIS PHARMA S.A.S.

FR

SANDOSTATINE 50
microgrammes/1 mL, solution
injectable/pour perfusion

DE/H/5095/001

34009 34244100

NOVARTIS PHARMA S.A.S.

FR

SANDOSTATINE 500

DE/H/5095/003

34009 342 443 3 9

NOVARTIS PHARMA S.A.S.

FR
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
authorisation country) number Number member state product is authorised
microgrammes/1 mL, solution

injectable/pour perfusion

Sandostatin® 100 ug, DE/H/5095/002 29423.01.00 NOVARTIS PHARMA GMBH DE
Injektionsldsung/Infusionslésung

Sandostatin® 500 ug, DE/H/5095/003 29423.02.00 NOVARTIS PHARMA GMBH DE
Injektionsldésung/Infusionslésung

Sandostatin® LAR®- DE/H/5095/005 43320.00.00 NOVARTIS PHARMA GMBH DE
Monatsdepot 10 mg, Pulver und

Losungsmittel zur Herstellung

einer Injektionssuspension

Sandostatin® LAR®- DE/H/5095/006 43320.01.00 NOVARTIS PHARMA GMBH DE
Monatsdepot 20 mg, Pulver und

Losungsmittel zur Herstellung

einer Injektionssuspension

Sandostatin® LAR®- DE/H/5095/007 43320.02.00 NOVARTIS PHARMA GMBH DE
Monatsdepot 30 mg, Pulver und

Ldsungsmittel zur Herstellung

einer Injektionssuspension

Octreotide® 100 microgram/1 DE/H/5095/002 PL 23860/0031 NOVARTIS IRELAND X1
ml, solution for injection/infusion LIMITED

Octreotide® 50 microgram /1 DE/H/5095/001 PL 23860/0030 NOVARTIS IRELAND X1
ml, solution for injection/infusion LIMITED

Octreotide® 500 microgram/1 DE/H/5095/003 PL 23860/0032 NOVARTIS IRELAND Xl
ml, solution for injection/ LIMITED

infusion

Sandostatin 100 mikrog/ml DE/H/5095/002 870236 NOVARTIS HEALTHCARE A/S | IS
stungulyf/innrennslislyf, lausn

Sandostatin LAR 20 mg DE/H/5095/006 950130 NOVARTIS HEALTHCARE A/S | IS
stungulyfsstofn og leysir, dreifa

Sandostatin LAR 30 mg DE/H/5095/007 950131 NOVARTIS HEALTHCARE A/S | IS
stungulyfsstofn og leysir, dreifa

Sandostatin 50 mikrog/ml DE/H/5095/001 870235 NOVARTIS HEALTHCARE A/S | IS
stungulyf/innrennslislyf, lausn

Sandostatin LAR 10 mg DE/H/5095/005 950129 NOVARTIS HEALTHCARE A/S | IS
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
authorisation country) number Number member state product is authorised
stungulyfsstofn og leysir, dreifa

Sandostatin 100 mikrog/ml DE/H/5095/002 7556 NOVARTIS NORGE AS NO
injeksjons-/infusjonsveeske,

opplgsning

Sandostatin 50 mikrog/ml DE/H/5095/001 7555 NOVARTIS NORGE AS NO
injeksjons-/infusjonsveeske,

opplgsning

Sandostatin LAR 10 mg pulver DE/H/5095/005 95-3602 NOVARTIS NORGE AS NO
og veeske til injeksjonsveeske,

suspensjon

Sandostatin LAR 20 mg pulver DE/H/5095/006 04-2502 NOVARTIS NORGE AS NO
og vaeske til injeksjonsveeske,

suspensjon

Sandostatin LAR 30 mg pulver DE/H/5095/007 04-2503 NOVARTIS NORGE AS NO
og vaeske til injeksjonsveeske,

suspensjon

SANDOSTATIN 500 microgram/1 | DE/H/5095/003 MA1249/00601 NOVARTIS IRELAND MT
ml, solution for injection/infusion LIMITED

SANDOSTATIN LAR 10 mg DE/H/5095/005 MA1249/00603 NOVARTIS IRELAND MT
powder and solvent for LIMITED

suspension for injection

SANDOSTATIN LAR 20 mg DE/H/5095/006 MA1249/00604 NOVARTIS IRELAND MT
powder and solvent for LIMITED

suspension for injection

SANDOSTATIN LAR 30 mg DE/H/5095/007 MA1249/00605 NOVARTIS IRELAND MT
powder and solvent for LIMITED

suspension for injection

SANDOSTATIN LAR 20 mg DE/H/5095/006 PA0896/028/005 NOVARTIS IRELAND IE
powder and solvent for LIMITED

suspension for injection

SANDOSTATIN LAR 10 mg DE/H/5095/005 PA0896/028/004 NOVARTIS IRELAND IE
powder and solvent for LIMITED

suspension for injection

SANDOSTATIN LAR 30 mg DE/H/5095/007 PA0896/028/006 NOVARTIS IRELAND IE
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Product Name (in MRP/DCP Authorisation | National Authorisation | MAH of product in the Member State where
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powder and solvent for LIMITED

suspension for injection

SANDOSTATIN 100 microgram/1 | DE/H/5095/002 PA0896/028/002 NOVARTIS IRELAND IE
ml, solution for injection/infusion LIMITED

SANDOSTATIN 500 microgram/1 | DE/H/5095/003 PA0896/028/003 NOVARTIS IRELAND IE
ml, solution for injection/infusion LIMITED

SANDOSTATIN 50 microgram/1 DE/H/5095/001 PA0896/028/001 NOVARTIS IRELAND IE
ml, solution for injection/infusion LIMITED

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-01 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.O.O.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-01 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin LAR 20 mg praSak i DE/H/5095/006 HR-H-791598560-01 NOVARTIS HRVATSKA HR
otapalo za suspenziju za D.O.O.

injekciju

Sandostatin LAR 30 mg praSak i DE/H/5095/007 HR-H-983646054-01 NOVARTIS HRVATSKA HR
otapalo za suspenziju za D.O.O.

injekciju

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-02 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-03 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.O.0.

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-04 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-05 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-06 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,1 mg/ml otopina DE/H/5095/002 HR-H-698681159-07 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-02 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-03 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0O.O.
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Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-04 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-05 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-06 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin 0,5 mg/ml otopina DE/H/5095/003 HR-H-463777391-07 NOVARTIS HRVATSKA HR
za injekciju/infuziju D.0.0.

Sandostatin LAR 20 mg prasak i DE/H/5095/006 HR-H-791598560-02 NOVARTIS HRVATSKA HR
otapalo za suspenziju za D.O.0.

injekciju

Sandostatin LAR 30 mg praSak i DE/H/5095/007 HR-H-983646054-02 NOVARTIS HRVATSKA HR
otapalo za suspenziju za D.O.O.

injekciju

SANDOSTATIN LAR 10 mg KOVIG DE/H/5095/005 225670402 NOVARTIS (HELLAS) GR
Kal d1aAUTNG YIa EVECIHO S.A.C.I.

Evalwpnua

SANDOSTATIN LAR 20 mg KOVIG DE/H/5095/006 225670502 NOVARTIS (HELLAS) GR
kal d1aAUTNG yia EVEDIHO S.A.C.I.

gEvalwpnua

SANDOSTATIN LAR 30 mg KOVIG DE/H/5095/007 225670602 NOVARTIS (HELLAS) GR
kal 81aAUTNG yia eVECIHO S.A.C.1.

gvaiwpnua

Longastatina LAR 10 mg polvere | not available 027104088 NOVARTIS FARMA S.P.A. IT
e solvente per sospensione

iniettabile

Longastatina LAR 10 mg polvere not available 027104328 NOVARTIS FARMA S.P.A. IT
e solvente per sospensione

iniettabile

Longastatina LAR 20 mg polvere not available 027104090 NOVARTIS FARMA S.P.A. IT
e solvente per sospensione

iniettabile

Longastatina LAR 30 mg polvere | not available 027104342 NOVARTIS FARMA S.P.A. IT
e solvente per sospensione
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iniettabile

Longastatina LAR 20 mg polvere
e solvente per sospensione
iniettabile

not available

027104330

NOVARTIS FARMA S.P.A.

IT

Longastatina LAR 30 mg polvere
e solvente per sospensione
iniettabile

not available

027104102

NOVARTIS FARMA S.P.A.

Treoject 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/002

039100110

LIFEPHARMA SPA

Treoject 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/003

039100122

LIFEPHARMA SPA

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE
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Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Treoject 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/001

039100019

LIFEPHARMA SPA

Treoject 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/001

039100021

LIFEPHARMA SPA

Treoject 50 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/001

039100033

LIFEPHARMA SPA

Treoject 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/003

039100072

LIFEPHARMA SPA

Treoject 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/003

039100084

LIFEPHARMA SPA

Treoject 500 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/003

039100096

LIFEPHARMA SPA

Treoject 100 microgrammi/ml,

IT/H/0152/002

039100045

LIFEPHARMA SPA
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soluzione iniettabile in siringa
preriempita

Treoject 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/002

039100058

LIFEPHARMA SPA

Treoject 100 microgrammi/ml,
soluzione iniettabile in siringa
preriempita

IT/H/0152/002

039100060

LIFEPHARMA SPA

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

RVG 112910

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/003

RVG 112911

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

RVG 112909

CHEMI S.P.A.

NL

Siroctid 0,05 mg/ml oplossing
Vvoor injectie in een voorgevulde

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE
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spuit

Siroctid 0,05 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,05 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/001

BE443746

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml oplossing
voor injectie in een voorgevulde
spuit

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE
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Siroctid 0,1 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml
Injektionsldsung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,1 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/002

BE443755

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml oplossing
voor injectie in een voorgevulde

spuit

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg/ml solution
injectable en seringue
préremplie

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml
Injektionslésung in einer
Fertigspritze

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE

Siroctid 0,5 mg /ml

IT/H/0152/003

BE443764

CHEMI S.P.A.

BE
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Fertigspritze
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