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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 

BOTOX 100 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/001 OGYI-T-8420/01 ABBVIE KFT HU 

BOTOX 100 Allergan 
jedinica prašak za 
otopinu za injekciju 

IE/H/0113/001 HR-H-744022704 ABBVIE D.O.O. (CROATIA) HR 

BOTOX 100 Allergan 
Units Powder for 
Solution for Injection 

IE/H/0113/001 PA 1824/17/1 ABBVIE LIMITED IE 

BOTOX 100 Allergan 
Units Powder for solution 
for injection 

IE/H/0113/001 MA1549/00301 ABBVIE PHARMACEUTICALS 
S.A. 

MT 

BOTOX 100 Allergan 
Units Powder for solution 
for injection 

not available PL 41042/0057 ABBVIE LTD (UK) XI 

BOTOX 100 Allergan 
Units prášok na injekčný 
roztok 

not available 63/0021/93-S ABBVIE S.R.O. (SLOVAKIA) SK 

BOTOX 100 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/001 LT/1/15/3824/006 ABBVIE SIA LT 

BOTOX 100 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/001 LT/1/15/3824/007 ABBVIE SIA LT 

BOTOX 100 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/001 LT/1/15/3824/010 ABBVIE SIA LT 

BOTOX 100 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/001 LT/1/15/3824/009 ABBVIE SIA LT 

BOTOX 100 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/001 LT/1/15/3824/008 ABBVIE SIA LT 

BOTOX 100 Allergan 
vienibas pulveris 

IE/H/0113/001 15-0294 ABBVIE SIA LV 



 

  
List of nationally authorised medicinal products  

Error! Unknown document property name. Page 3/23 

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 

injekciju škiduma 
pagatavošanai 
BOTOX 100 
Allerganeenheden 
Poeder voor oplossing 
voor injectie 

IE/H/0113/001 BE215126 ABBVIE S.A. BE 

BOTOX 100 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/001 1-23699 ABBVIE GMBH AT 

BOTOX 100 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/001 BE215126 ABBVIE S.A. BE 

BOTOX 100 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/001 55006.00.00 ABBVIE LIMITED DE 

BOTOX 100 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/001 2000075771 ABBVIE S.A. LU 

BOTOX 100 Allergan-
einingar, 
stungulyfsstofn, lausn. 

IE/H/0113/001 IS/1/00/001/01 ABBVIE A/S IS 

BOTOX 100 Allergan-
enheter Pulver til 
injeksjonsvæske, 
oppløsning 

IE/H/0113/001 00-171 ABBVIE AS NO 

Botox 100 Allergan-
enheter Pulver till 
injektionsvätska, 
lösning. 

IE/H/0113/001 16116 ABBVIE AB SE 

BOTOX 100 Allergani 
ühikut süstelahuse 
pulber 

IE/H/0113/001 096295 ABBVIE SIA EE 



 

  
List of nationally authorised medicinal products  

Error! Unknown document property name. Page 4/23 

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 

BOTOX 100 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/001 H/16/02135/002 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 100 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/001 H/16/02135/004 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 100 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/001 H/16/02135/003 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 100 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/001 H/16/02135/005 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 100 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/001 H/16/02135/001 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

Botox 100 Allergan-
yksikköä Injektiokuiva-
aine, liuosta varten 

IE/H/0113/001 15424 ABBVIE OY FI 

BOTOX 100 jednotek 
definovaných dle 
Allerganu prášek pro 
injekční roztok 

not available 63/568/93-C ABBVIE S.R.O. (CZECH 
REPUBLIC) 

CZ 

BOTOX 100 Unidades 
Allergan Pó para solução 
injetável 

IE/H/0113/001 3186186 ABBVIE, LDA. PT 

BOTOX 100 Unidades 
Allergan polvo para 
solución inyectable. 

IE/H/0113/001 63194 ABBVIE SPAIN S.L.U. ES 

BOTOX 100 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/001 034883013 ABBVIE S.R.L. IT 

BOTOX 100 Unités 
Allergan Poudre pour 
solution injectable 

IE/H/0113/001 BE215126 ABBVIE S.A. BE 

BOTOX 100 Unités 
Allergan Poudre pour 

IE/H/0113/001 2000075771 ABBVIE S.A. LU 
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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 injectable 
BOTOX 100 UNITÉS 
ALLERGAN, poudre pour 
solution injectable 

not available 34009 562 088 8 3 ABBVIE FR 

BOTOX 100 Μονάδες 
Allergan Κόνις για 
ενέσιμο διάλυμα 

IE/H/0113/001 022400 ABBVIE PHARMACEUTICALS 
S.A. 

CY 

BOTOX 100 Μονάδες 
Allergan Κόνις για 
Ενέσιμο Διάλυμα 

IE/H/0113/001 90356/23-07-2024 ABBVIE PHARMACEUTICALS 
S.A. 

GR 

BOTOX 200 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/003 OGYI-T-8420/09 ABBVIE KFT HU 

BOTOX 200 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/003 OGYI-T-8420/07 ABBVIE KFT HU 

BOTOX 200 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/003 OGYI-T-8420/08 ABBVIE KFT HU 

BOTOX 200 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/003 OGYI-T-8420/06 ABBVIE KFT HU 

BOTOX 200 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/003 IE/H/0113/003 ABBVIE KFT HU 

BOTOX 200 Allergan 
jedinica prašak za 
otopinu za injekciju 

IE/H/0113/003 HR-H-144437659 ABBVIE D.O.O. (CROATIA) HR 

BOTOX 200 Allergan 
Units Powder for 
Solution for Injection 

IE/H/0113/003 PA 1824/17/3 ABBVIE LIMITED IE 

BOTOX 200 Allergan 
Units Powder for solution 
for injection 

IE/H/0113/003 MA1549/00303 ABBVIE PHARMACEUTICALS 
S.A. 

MT 

BOTOX 200 Allergan 
Units Powder for solution 

not available PL 41042/0058 ABBVIE LTD (UK) XI 
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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 

for injection 
BOTOX 200 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/003 LT/1/15/3824/011 ABBVIE SIA LT 

BOTOX 200 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/003 LT/1/15/3824/014 ABBVIE SIA LT 

BOTOX 200 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/003 LT/1/15/3824/012 ABBVIE SIA LT 

BOTOX 200 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/003 LT/1/15/3824/013 ABBVIE SIA LT 

BOTOX 200 Allergan 
vienetų milteliai 
injekciniam tirpalui 

IE/H/0113/003 LT/1/15/3824/015 ABBVIE SIA LT 

BOTOX 200 Allergan 
vienibas pulveris 
injekciju škiduma 
pagatavošanai 

IE/H/0113/003 15-0295 ABBVIE SIA LV 

BOTOX 200 
Allerganeenheden 
Poeder voor oplossing 
voor injectie 

IE/H/0113/003 BE411573 ABBVIE S.A. BE 

BOTOX 200 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/003 2-00381 ABBVIE GMBH AT 

BOTOX 200 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/003 BE411573 ABBVIE S.A. BE 

BOTOX 200 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/003 80457.00.00 ABBVIE LIMITED 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 

BOTOX 200 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/003 2012050004 ABBVIE S.A. LU 

BOTOX 200 Allergan-
einingar, 
stungulyfsstofn, lausn. 

IE/H/0113/003 IS/1/10/046/01 ABBVIE A/S IS 

BOTOX 200 Allergan-
enheter Pulver til 
injeksjonsvæske, 
oppløsning 

IE/H/0113/003 09-7187 ABBVIE AS NO 

Botox 200 Allergan-
enheter Pulver till 
injektionsvätska, 
lösning. 

IE/H/0113/003 43372 ABBVIE AB SE 

BOTOX 200 Allergani 
ühikut süstelahuse 
pulber 

IE/H/0113/003 743911 ABBVIE SIA EE 

BOTOX 200 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/003 H/16/02135/011 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 200 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/003 H/16/02135/012 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 200 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/003 H/16/02135/013 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 200 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/003 H/16/02135/014 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 200 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/003 H/16/02135/015 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

Botox 200 Allergan-
yksikköä Injektiokuiva-
aine, liuosta varten 

IE/H/0113/003 28146 ABBVIE OY FI 
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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 

BOTOX 200 Unidades 
Allergan Pó para solução 
injetável 

IE/H/0113/003 5749353 ABBVIE, LDA. PT 

BOTOX 200 Unidades 
Allergan Pó para solução 
injetável 

IE/H/0113/003 5316237 ABBVIE, LDA. PT 

BOTOX 200 Unidades 
Allergan polvo para 
solución inyectable. 

IE/H/0113/003 72377 ABBVIE SPAIN S.L.U. ES 

BOTOX 200 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/003 034883088 ABBVIE S.R.L. IT 

BOTOX 200 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/003 034883090 ABBVIE S.R.L. IT 

BOTOX 200 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/003 034883076 ABBVIE S.R.L. IT 

BOTOX 200 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/003 034883064 ABBVIE S.R.L. IT 

BOTOX 200 Unità 
Allergan Polvere per 
soluzione iniettabile 

IE/H/0113/003 034883102 ABBVIE S.R.L. IT 

BOTOX 200 Unités 
Allergan Poudre pour 
solution injectable 

IE/H/0113/003 BE411573 ABBVIE S.A. BE 

BOTOX 200 Unités 
Allergan Poudre pour 
solution injectable 

IE/H/0113/003 2012050004 ABBVIE S.A. LU 

BOTOX 200 UNITÉS 
ALLERGAN, poudre pour 
solution injectable 

not available 34009 370 832 0 1 ABBVIE FR 

BOTOX 200 Μονάδες 
Allergan Κόνις για 
ενέσιμο διάλυμα 

IE/H/0113/003 022401 ABBVIE PHARMACEUTICALS 
S.A. 

CY 
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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 

BOTOX 200 Μονάδες 
Allergan Κόνις για 
Ενέσιμο Διάλυμα 

IE/H/0113/003 90356/23-07-2024 ABBVIE PHARMACEUTICALS 
S.A. 

GR 

BOTOX 50 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/002 OGYI-T-8420/02 ABBVIE KFT HU 

BOTOX 50 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/002 OGYI-T-8420/03 ABBVIE KFT HU 

BOTOX 50 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/002 OGYI-T-8420/04 ABBVIE KFT HU 

BOTOX 50 Allergan 
egység por oldatos 
injekcióhoz 

IE/H/0113/002 OGYI-T-8420/05 ABBVIE KFT HU 

BOTOX 50 Allergan 
jedinica prašak za 
otopinu za injekciju 

IE/H/0113/002 HR-H-737776947 ABBVIE D.O.O. (CROATIA) HR 

BOTOX 50 Allergan Units 
Powder for Solution for 
Injection 

IE/H/0113/002 PA1824/17/2 ABBVIE LIMITED IE 

BOTOX 50 Allergan Units 
Powder for solution for 
injection 

IE/H/0113/002 MA1549/00302 ABBVIE PHARMACEUTICALS 
S.A. 

MT 

BOTOX 50 Allergan Units 
Powder for solution for 
injection 

not available PL 41042/0059 ABBVIE LTD (UK) XI 

BOTOX 50 Allergan Units 
prášok na injekčný 
roztok 

not available 63/0604/09-S ABBVIE S.R.O. (SLOVAKIA) SK 

BOTOX 50 Allergan 
vienetu milteliai 
injekciniam tirpalui 

IE/H/0113/002 LT/1/15/3824/001 ABBVIE SIA LT 

BOTOX 50 Allergan 
vienetu milteliai 
injekciniam tirpalui 

IE/H/0113/002 LT/1/15/3824/005 ABBVIE SIA 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 

BOTOX 50 Allergan 
vienetu milteliai 
injekciniam tirpalui 

IE/H/0113/002 LT/1/15/3824/004 ABBVIE SIA LT 

BOTOX 50 Allergan 
vienetu milteliai 
injekciniam tirpalui 

IE/H/0113/002 LT/1/15/3824/003 ABBVIE SIA LT 

BOTOX 50 Allergan 
vienetu milteliai 
injekciniam tirpalui 

IE/H/0113/002 LT/1/15/3824/002 ABBVIE SIA LT 

BOTOX 50 Allergan 
vienības pulveris 
injekciju šķīduma 
pagatavošanai 

IE/H/0113/002 15-0293 ABBVIE SIA LV 

BOTOX 50 
Allerganeenheden 
Poeder voor oplossing 
voor injectie 

IE/H/0113/002 BE329341 ABBVIE S.A. BE 

BOTOX 50 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/002 2-00358 ABBVIE GMBH AT 

BOTOX 50 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/002 BE329341 ABBVIE S.A. BE 

BOTOX 50 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/002 74281.00.00 ABBVIE LIMITED DE 

BOTOX 50 Allergan-
Einheiten Pulver zur 
Herstellung einer 
Injektionslösung 

IE/H/0113/002 2010010008 ABBVIE S.A. LU 

BOTOX 50 Allergan-
einingar, 
stungulyfsstofn, lausn. 

IE/H/0113/002 IS/1/09/003/01 ABBVIE A/S IS 



 

  
List of nationally authorised medicinal products  

Error! Unknown document property name. Page 11/23 

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 

BOTOX 50 Allergan-
enheter Pulver til 
injeksjonsvæske, 
oppløsning 

IE/H/0113/002 08-6051 ABBVIE AS NO 

Botox 50 Allergan-
enheter Pulver till 
injektionsvätska, 
lösning. 

IE/H/0113/002 27639 ABBVIE AB SE 

BOTOX 50 Allergani 
ühikut süstelahuse 
pulber 

IE/H/0113/002 644409 ABBVIE SIA EE 

BOTOX 50 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/002 H/16/02135/006 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 50 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/002 H/16/02135/007 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 50 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/002 H/16/02135/009 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 50 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/002 H/16/02135/008 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

BOTOX 50 Allerganovih 
enot prašek za raztopino 
za injiciranje 

IE/H/0113/002 H/16/02135/010 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

Botox 50 Allergan-
yksikköä Injektiokuiva-
aine, liuosta varten 

IE/H/0113/002 25162 ABBVIE OY FI 

BOTOX 50 Unidades 
Allergan Pó para solução 
injetável 

IE/H/0113/002 5185616 ABBVIE, LDA. PT 

BOTOX 50 Unidades 
Allergan Pó para solução 
injetável 

IE/H/0113/002 5185608 ABBVIE, LDA. PT 

BOTOX 50 Unidades IE/H/0113/002 5185624 ABBVIE, LDA. PT 
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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 

Allergan Pó para solução 
injetável 
BOTOX 50 Unidades 
Allergan polvo para 
solución inyectable. 

IE/H/0113/002 70602 ABBVIE SPAIN S.L.U. ES 

BOTOX 50 Unités 
Allergan Poudre pour 
solution injectable 

IE/H/0113/002 BE329341 ABBVIE S.A. BE 

BOTOX 50 Unités 
Allergan Poudre pour 
solution injectable 

IE/H/0113/002 2010010008 ABBVIE S.A. LU 

BOTOX 50 UNITÉS 
ALLERGAN, poudre pour 
solution injectable 

not available 34009 370 831 4 0 ABBVIE FR 

BOTOX 50 Μονάδες 
Allergan Κόνις για 
ενέσιμο διάλυμα 

IE/H/0113/002 022399 ABBVIE PHARMACEUTICALS 
S.A. 

CY 

BOTOX 50 Μονάδες 
Allergan Κόνις για 
Ενέσιμο Διάλυμα 

IE/H/0113/002 90356/23-07-2024 ABBVIE PHARMACEUTICALS 
S.A. 

GR 

BOTOX 
100 jednostek Allergan 
Proszek do sporządzania 
roztworu do wstrzykiwań 
Toxinum botulinicum 
typum A ad iniectabile 
Toksyna botulinowa typu 
A do wstrzykiwań 

not available R/6748 ABBVIE SP. Z O.O. PL 

BOTOX 
200 jednostek Allergan 
Proszek do sporządzania 
roztworu do wstrzykiwań 
Toxinum botulinicum 
typum A ad iniectabile 
Toksyna botulinowa typu 
A do wstrzykiwań 

not available 19591 ABBVIE SP. Z O.O. PL 
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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 

BOTOX, 100 
Allerganeenheden, 
poeder voor oplossing 
voor injectie 

IE/H/0113/001 RVG 117146 ABBVIE B.V. NL 

Botox, 100 Allergan-
enheter, pulver till 
injektionsvätska, lösning 

IE/H/0113/001 15424 ABBVIE OY FI 

BOTOX, 200 
Allerganeenheden, 
poeder voor oplossing 
voor injectie 

IE/H/0113/003 RVG 117147 ABBVIE B.V. NL 

Botox, 200 Allergan-
enheter, pulver till 
injektionsvätska, lösning 

IE/H/0113/003 28146 ABBVIE OY FI 

BOTOX, 50 
Allerganeenheden, 
poeder voor oplossing 
voor injectie 

IE/H/0113/002 RVG 117145 ABBVIE B.V. NL 

Botox, 50 Allergan-
enheter, pulver till 
injektionsvätska, lösning 

IE/H/0113/002 25162 ABBVIE OY FI 

BOTOX, pulver til 
injektionsvæske, 
opløsning 100 Allergan-
enheder 

IE/H/0113/001 31350 ABBVIE A/S DK 

BOTOX, pulver til 
injektionsvæske, 
opløsning 200 Allergan-
enheder 

IE/H/0113/003 46039 ABBVIE A/S DK 

BOTOX, pulver til 
injektionsvæske, 
opløsning 50 Allergan-
enheder 

IE/H/0113/002 43623 ABBVIE A/S DK 

Letybo 50 eenheden 
poeder voor oplossing 
voor injectie 

DE/H/6379/001 BE660787 CROMA PHARMA GMBH 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 

Letybo 50 eenheden 
poeder voor oplossing 
voor injectie 

DE/H/6379/001 RVG 126988 CROMA PHARMA GMBH NL 

Letybo 50 egység por 
oldatos injekcióhoz 

DE/H/6379/001 OGYI-T-24147/01 CROMA PHARMA GMBH HU 

Letybo 50 egység por 
oldatos injekcióhoz 

DE/H/6379/001 OGYI-T-24147/02 CROMA PHARMA GMBH HU 

Letybo 50 egység por 
oldatos injekcióhoz 

DE/H/6379/001 OGYI-T-24147/03 CROMA PHARMA GMBH HU 

Letybo 50 egység por 
oldatos injekcióhoz 

DE/H/6379/001 OGYI-T-24147/04 CROMA PHARMA GMBH HU 

Letybo 50 Einheiten 
Pulver zur Herstellung 
einer Injektionslösung 

DE/H/6379/001 BE660787 CROMA PHARMA GMBH BE 

Letybo 50 Einheiten 
Pulver zur Herstellung 
einer Injektionslösung 

DE/H/6379/001 2204348.00.00 CROMA PHARMA GMBH DE 

Letybo 50 einingar 
stungulyfsstofn, lausn 

DE/H/6379/001 IS/1/23/128/01 CROMA PHARMA GMBH IS 

Letybo 50 enheter pulver 
til injeksjonsvæske, 
oppløsning 

DE/H/6379/001 22-14776 CROMA PHARMA GMBH NO 

Letybo 50 enheter pulver 
till injektionsvätska, 
lösning 

DE/H/6379/001 41056 CROMA PHARMA GMBH FI 

Letybo 50 enheter pulver 
till injektionsvätska, 
lösning 

DE/H/6379/001 63423 CROMA PHARMA GMBH SE 

Letybo 50 enot prašek 
za raztopino za 
injiciranje 

DE/H/6379/001 H/24/03073/001 CROMA PHARMA GMBH SI 

Letybo 50 enot prašek 
za raztopino za 
injiciranje 

DE/H/6379/001 H/24/03073/002 CROMA PHARMA GMBH SI 

Letybo 50 enot prašek 
za raztopino za 

DE/H/6379/001 H/24/03073/003 CROMA PHARMA GMBH SI 
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Product Name (in 
authorisation country) 

MRP/DCP 
Authorisation 
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National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

injiciranje 
Letybo 50 enot prašek 
za raztopino za 
injiciranje 

DE/H/6379/001 H/24/03073/004 CROMA PHARMA GMBH SI 

Letybo 50 jedinica 
prašak za otopinu za 
injekciju 

DE/H/6379/001/E/002 HR-H-413273619-01 CROMA PHARMA GMBH HR 

Letybo 50 jedinica 
prašak za otopinu za 
injekciju 

DE/H/6379/001/E/002 HR-H-413273619-02 CROMA PHARMA GMBH HR 

Letybo 50 jedinica 
prašak za otopinu za 
injekciju 

DE/H/6379/001/E/002 HR-H-413273619-03 CROMA PHARMA GMBH HR 

Letybo 50 jedinica 
prašak za otopinu za 
injekciju 

DE/H/6379/001/E/002 HR-H-413273619-04 CROMA PHARMA GMBH HR 

Letybo 50 jednotek 
prášek pro injekční 
roztok 

DE/H/6379/001/DC 63/169/22-C CROMA PHARMA GMBH CZ 

Letybo 50 jednotiek 
prášok na injekcný 
roztok 

DE/H/6379/001 63/0088/23-S CROMA PHARMA GMBH SK 

Letybo 50 ühikut 
süstelahuse pulber 

DE/H/6379/001 1138224 CROMA PHARMA GMBH EE 

Letybo 50 unidades, pó 
para solução injetável 

DE/H/6379/001 5861117 CROMA PHARMA GMBH PT 

Letybo 50 unidades, pó 
para solução injetável 

DE/H/6379/001 5834072 CROMA PHARMA GMBH PT 

Letybo 50 unidades, pó 
para solução injetável 

DE/H/6379/001 5834106 CROMA PHARMA GMBH PT 

Letybo 50 unidades, pó 
para solução injetável 

DE/H/6379/001 5834114 CROMA PHARMA GMBH PT 

Letybo 50 unidades, 
polvo para solución 
inyectable 

DE/H/6379/001 87951 CROMA PHARMA GMBH ES 

Letybo 50 unità polvere DE/H/6379/001 048945048 CROMA PHARMA GMBH 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 

per soluzione iniettabile 
Letybo 50 unità polvere 
per soluzione iniettabile 

DE/H/6379/001 048945012 CROMA PHARMA GMBH IT 

Letybo 50 unità polvere 
per soluzione iniettabile 

DE/H/6379/001 048945024 CROMA PHARMA GMBH IT 

Letybo 50 unità polvere 
per soluzione iniettabile 

DE/H/6379/001 048945036 CROMA PHARMA GMBH IT 

Letybo 50 unități pulbere 
pentru soluție injectabilă 

DE/H/6379/001 14329/2022/02 CROMA PHARMA GMBH RO 

Letybo 50 unități pulbere 
pentru soluție injectabilă 

DE/H/6379/001 14329/2022/03 CROMA PHARMA GMBH RO 

Letybo 50 unități pulbere 
pentru soluție injectabilă 

DE/H/6379/001 14329/2022/04 CROMA PHARMA GMBH RO 

Letybo 50 unități pulbere 
pentru soluție injectabilă 

DE/H/6379/001 14329/2022/01 CROMA PHARMA GMBH RO 

Letybo 50 unités poudre 
pour solution injectable 

DE/H/6379/001 BE660787 CROMA PHARMA GMBH BE 

LETYBO 50 unités, 
poudre pour solution 
injectable 

DE/H/6379/001 34009 302 747 5 0 CROMA PHARMA GMBH FR 

LETYBO 50 unités, 
poudre pour solution 
injectable 

DE/H/6379/001/DC 34009 302 469 0 0 CROMA PHARMA GMBH FR 

LETYBO 50 unités, 
poudre pour solution 
injectable 

DE/H/6379/001/DC 34009 302 469 2 4 CROMA PHARMA GMBH FR 

LETYBO 50 unités, 
poudre pour solution 
injectable 

DE/H/6379/001/DC 34009 302 469 3 1 CROMA PHARMA GMBH FR 

Letybo 50 units Powder 
for solution for injection 

DE/H/6379/001/E/001 17321 CROMA PHARMA GMBH GR 

Letybo 50 units powder 
for solution for injection 

DE/H/6379/001/DC PA0846/001/001 CROMA PHARMA GMBH IE 

Letybo 50 units powder 
for solution for injection 

DE/H/6379/001 MA1493/00101 CROMA PHARMA GMBH MT 

Letybo 50 units powder DE/H/6379/001/DC PL 29863/0002 CROMA PHARMA GMBH XI 
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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 

for solution for injection 
Letybo 50 vienetų 
milteliai injekciniam 
tirpalui 

DE/H/6379/001 LT/1/23/5301/001 CROMA PHARMA GMBH LT 

Letybo 50 vienetų 
milteliai injekciniam 
tirpalui 

DE/H/6379/001 LT/1/23/5301/002 CROMA PHARMA GMBH LT 

Letybo 50 vienetų 
milteliai injekciniam 
tirpalui 

DE/H/6379/001 LT/1/23/5301/003 CROMA PHARMA GMBH LT 

Letybo 50 vienetų 
milteliai injekciniam 
tirpalui 

DE/H/6379/001 LT/1/23/5301/004 CROMA PHARMA GMBH LT 

Letybo 50 vienības 
pulveris injekciju 
šķīduma pagatavošanai 

DE/H/6379/001 23-0193 CROMA PHARMA GMBH LV 

Letybo 50 yksikköä 
injektiokuiva-aine, 
liuosta varten 

DE/H/6379/001 41056 CROMA PHARMA GMBH FI 

Letybo 50 μονάδες κόνις 
για ενέσιμο διάλυμα 

DE/H/6379/001 023734 CROMA PHARMA GMBH CY 

Letybo 50 Einheiten 
Pulver zur Herstellung 
einer Injektionslösung 

DE/H/6379/001 2023010006 CROMA PHARMA GMBH LU 

Letybo 50 unités poudre 
pour solution injectable 

DE/H/6379/001 2023010006 CROMA PHARMA GMBH LU 

Letybo, 50 jednostek, 
proszek do sporządzania 
roztworu do wstrzykiwań 

DE/H/6379/001 27099 CROMA PHARMA GMBH PL 

Letybo, pulver til 
injektionsvæske, 
opløsning 

DE/H/6379/001 67801 CROMA PHARMA GMBH DK 

Letybo® 50 Einheiten 
Pulver zur Herstellung 
einer Injektionslösung 

DE/H/6379/001/DC 241089 CROMA PHARMA GMBH AT 

Letybo® 50 Einheiten DE/H/6379/001 241089 CROMA PHARMA GMBH LI 
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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 

Pulver zur Herstellung 
einer Injektionslösung 
VISTABEL 4 Allergan 
egység / 0,1 ml por 
oldatos injekcióhoz 

FR/H/0230/001 OGYI-T-10141/01 ABBVIE KFT HU 

VISTABEL 4 Allergan 
egység / 0,1 ml por 
oldatos injekcióhoz 

FR/H/0230/001 OGYI-T-10141/04 ABBVIE KFT HU 

VISTABEL 4 Allergan 
egység / 0,1 ml por 
oldatos injekcióhoz 

FR/H/0230/001 OGYI-T-10141/03 ABBVIE KFT HU 

VISTABEL 4 Allergan 
egység / 0,1 ml por 
oldatos injekcióhoz 

FR/H/0230/001 OGYI-T-10141/02 ABBVIE KFT HU 

VISTABEL 4 Allergan 
jedinice/0,1 ml, prašak 
za otopinu za injekciju 

not available HR-H-430530691 ABBVIE D.O.O. (CROATIA) HR 

VISTABEL 4 Allergan 
vienetai/0,1 ml milteliai 
injekciniam tirpalui 

FR/H/0230/001 LT/1/05/0211/003 ABBVIE SIA LT 

VISTABEL 4 Allergan 
vienetai/0,1 ml milteliai 
injekciniam tirpalui 

FR/H/0230/001 LT/1/05/0211/004 ABBVIE SIA LT 

VISTABEL 4 Allergan 
vienetai/0,1 ml milteliai 
injekciniam tirpalui 

FR/H/0230/001 LT/1/05/0211/002 ABBVIE SIA LT 

VISTABEL 4 Allergan 
vienetai/0,1 ml milteliai 
injekciniam tirpalui 

FR/H/0230/001 LT/1/05/0211/001 ABBVIE SIA LT 

VISTABEL 4 Allergan 
vienības/0,1 ml pulveris 
injekciju šķīduma 
pagatavošanai 

FR/H/0230/001 05-0144 ABBVIE SIA LV 

VISTABEL 4 Allergan-
Einheiten/0,1 ml Pulver 
zur Herstellung einer 

FR/H/0230/001 1-26323 ABBVIE GMBH 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 

Injektionslösung 
VISTABEL 4 Allergan-
Einheiten/0,1 ml Pulver 
zur Herstellung einer 
Injektionslösung 

FR/H/0230/001 63575.00.00 ABBVIE LIMITED DE 

Vistabel 4 Allergan-
einingar/0,1 ml, 
stungulyfsstofn, lausn. 

FR/H/0230/001 IS/1/03/025/01 ABBVIE A/S IS 

VISTABEL 4 Allerganove 
enote/0,1 ml prašek za 
raztopino za injiciranje 

FR/H/0230/001 H/05/01650/001 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

VISTABEL 4 Allerganove 
enote/0,1 ml prašek za 
raztopino za injiciranje 

FR/H/0230/001 H/05/01650/004 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

VISTABEL 4 Allerganove 
enote/0,1 ml prašek za 
raztopino za injiciranje 

FR/H/0230/001 H/05/01650/002 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

VISTABEL 4 Allerganove 
enote/0,1 ml prašek za 
raztopino za injiciranje 

FR/H/0230/001 H/05/01650/003 ABBVIE BIOFARMACEVTSKA 
DRUŽBA D.O.O. 

SI 

VISTABEL 4 jednotky 
definované dle 
Allerganu/0,1 ml prášek 
pro injekční roztok 

FR/H/0230/001 63/688/07-C ABBVIE S.R.O. (CZECH 
REPUBLIC) 

CZ 

Vistabel 4 Unidades 
Allergan /0,1ml polvo 
para solución inyectable 

FR/H/0230/001 65.837 ABBVIE SPAIN S.L.U. ES 

VISTABEL 4 UNITES 
ALLERGAN / 0,1 ml, 
poudre pour solution 
injectable 

FR/H/0230/001 34009 301 622 5 5 ABBVIE FR 

VISTABEL 4 UNITES 
ALLERGAN / 0,1 ml, 
poudre pour solution 
injectable 

FR/H/0230/001 34009 364 696 1 7 ABBVIE FR 

VISTABEL FR/H/0230/001 63/0400/07-S ABBVIE S.R.O. (SLOVAKIA) SK 
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Product Name (in 
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4 Allergan jednotky/0,1 
ml prášok na injekčný 
roztok 
VISTABEL, 4 Allergan 
Units/0.1 ml, Powder for 
solution for injection 

FR/H/0230/001 PA 1824/20/1 ABBVIE LIMITED IE 

VISTABEL, 4 Allergan 
Units/0.1 ml, Powder for 
solution for injection 

FR/H/0230/001 MA1549/00401 ABBVIE PHARMACEUTICALS 
S.A. 

MT 

VISTABEL, 4 
Allerganeenheden/0,1 
ml, poeder voor 
oplossing voor injectie 

FR/H/0230/001 BE281477 ABBVIE S.A. BE 

VISTABEL, 4 
Allerganeenheden/0,1 
ml, poeder voor 
oplossing voor injectie 

FR/H/0230/001 BE545333 ABBVIE S.A. BE 

VISTABEL, 4 
Allerganeenheden/0,1 
ml, poeder voor 
oplossing voor injectie 

FR/H/0230/001 RVG 100095 ABBVIE B.V. NL 

VISTABEL, 4 Allergan-
Einheiten/0,1 ml Pulver 
zur Herstellung einer 
Injektionslösung 

FR/H/0230/001 BE281477 ABBVIE S.A. BE 

VISTABEL, 4 Allergan-
Einheiten/0,1 ml Pulver 
zur Herstellung einer 
Injektionslösung 

FR/H/0230/001 BE545333 ABBVIE S.A. BE 

VISTABEL, 4 Allergan-
Einheiten/0,1 ml Pulver 
zur Herstellung einer 
Injektionslösung 

FR/H/0230/001 2008100021 ABBVIE S.A. LU 

VISTABEL, 4 Allergan-
enheter/0,1 ml, pulver til 
injeksjonsvæske, 

FR/H/0230/001 03-1787 ABBVIE AS NO 
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Product Name (in 
authorisation country) 
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National Authorisation Number MAH of product in the 
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oppløsning 
VISTABEL, 4 Allergan-
enheter/0,1 ml, pulver 
till injektionsvätska, 
lösning 

FR/H/0230/001 20022 ABBVIE OY FI 

VISTABEL, 4 Allergan-
enheter/0,1 ml, pulver 
till injektionsvätska, 
lösning 

FR/H/0230/001 19431 ABBVIE AB SE 

VISTABEL, 4 Allergani 
ühikut/0,1 ml, 
süstelahuse pulber 

FR/H/0230/001 459505 ABBVIE SIA EE 

VISTABEL, 4 Allergan-
yksikköä/0,1 ml, 
injektiokuiva-aine, 
liuosta varten 

FR/H/0230/001 20022 ABBVIE OY FI 

VISTABEL, 4 jednostki 
Allergan/0,1 ml, proszek 
do sporzadzania 
roztworu do wstrzykiwan 

FR/H/0230/001 14504 ABBVIE SP. Z O.O. PL 

VISTABEL, 4 Unidades 
Allergan/0,1ml, Pó para 
solução injetável 

FR/H/0230/001 5846639 ABBVIE, LDA. PT 

VISTABEL, 4 Unidades 
Allergan/0,1ml, Pó para 
solução injetável 

FR/H/0230/001 5846647 ABBVIE, LDA. PT 

VISTABEL, 4 Unidades 
Allergan/0,1ml, Pó para 
solução injetável 

FR/H/0230/001 5285085 ABBVIE, LDA. PT 

VISTABEL, 4 Unități 
Allergan/0,1ml, Pulbere 
pentru soluție injectabilă 

FR/H/0230/001 903/2008/04 ABBVIE LIMITED RO 

VISTABEL, 4 Unități 
Allergan/0,1ml, Pulbere 
pentru soluție injectabilă 

FR/H/0230/001 903/2008/03 ABBVIE LIMITED RO 

VISTABEL, 4 Unități FR/H/0230/001 903/2008/01 ABBVIE LIMITED RO 
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Allergan/0,1ml, Pulbere 
pentru soluție injectabilă 
VISTABEL, 4 Unități 
Allergan/0,1ml, Pulbere 
pentru soluție injectabilă 

FR/H/0230/001 903/2008/02 ABBVIE LIMITED RO 

VISTABEL, 4 unités 
Allergan/0,1ml, poudre 
pour solution injectable 

FR/H/0230/001 BE281477 ABBVIE S.A. BE 

VISTABEL, 4 unités 
Allergan/0,1ml, poudre 
pour solution injectable 

FR/H/0230/001 BE545333 ABBVIE S.A. BE 

VISTABEL, 4 unités 
Allergan/0,1ml, poudre 
pour solution injectable 

FR/H/0230/001 2008100021 ABBVIE S.A. LU 

VISTABEL, 4 Μονάδες 
Allergan/0,1ml, Κόνις για 
ενέσιμο διάλυμα 

FR/H/0230/001 020032 ABBVIE PHARMACEUTICALS 
S.A. 

CY 

VISTABEL, 4 Μονάδες 
Allergan/0,1ml, κόνις για 
ενέσιμο διάλυμα 

FR/H/0230/001 62562/08-06-2023 ABBVIE PHARMACEUTICALS 
S.A. 

GR 

Vistabel, pulver til 
injektionsvæske, 
opløsning 

FR/H/0230/001 34907 ABBVIE A/S DK 

VISTABEX, 4 Unità 
Allergan/0,1 ml, polvere 
per soluzione iniettabile 

FR/H/0230/001 036103048 ABBVIE S.R.L. IT 

VISTABEX, 4 Unità 
Allergan/0,1 ml, polvere 
per soluzione iniettabile 

FR/H/0230/001 036103036 ABBVIE S.R.L. IT 

VISTABEX, 4 Unità 
Allergan/0,1 ml, polvere 
per soluzione iniettabile 

FR/H/0230/001 036103051 ABBVIE S.R.L. IT 

VISTABEX, 4 Unità 
Allergan/0,1 ml, polvere 
per soluzione iniettabile 

FR/H/0230/001 036103024 ABBVIE S.R.L. IT 

Летибо 50 единици DE/H/6379/001 20230225 CROMA PHARMA GMBH BG 
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прах за инжекционен 
разтвор 
 

 


