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Tamarang 10 mg/ml
solucdo injectavel

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

authorisation country) | Authorisation member state product is authorised
number

Brometo de Rocurdnio PT/H/1071/001 5592662 HIKMA FARMACEUTICA PT

Hikma, 10 mg/ml, (PORTUGAL), S.A.

solugdo injetavel ou para

perfusao

Brometo de Rocurdnio NL/H/1072/001 5130729 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solugao PORTUGAL, LDA.

injetavel ou para

perfusdo

Brometo de Rocurdnio NL/H/1072/001 5130737 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solugao PORTUGAL, LDA.

injetavel ou para

perfusao

Brometo de Rocurdnio NL/H/1072/001 5130745 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solucao PORTUGAL, LDA.

injetavel ou para

perfusdo

Brometo de Rocurdnio NL/H/1072/001 5130752 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solugao PORTUGAL, LDA.

injetavel ou para

perfusdo

Brometo de Rocurdnio NL/H/1072/001 5130760 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solugao PORTUGAL, LDA.

injetavel ou para

perfusao

Brometo de Rocurdnio NL/H/1072/001 5130711 FRESENIUS KABI PHARMA PT

Kabi 10 mg/ml Solugao PORTUGAL, LDA.

injetavel ou para

perfusdo

Brometo de Rocurdnio DE/H/1785/001 5254776 TAMARANG, S.A. PT

Tamarang 10 mg/ml

solucdo injectavel

Brometo de Rocurdnio DE/H/1785/001 5254768 TAMARANG, S.A. PT
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oldatos injekcid

KFT.

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

authorisation country) | Authorisation member state product is authorised
number

Brometo de Rocur7ynio NL/H/1073/001 5133517 B.BRAUN MELSUNGEN AG PT

B. Braun 10 mg/ml solu7

77]0 inject7, vel ou para

perfus7]o.

Brometo de Rocur7vnio NL/H/1073/001 5133509 B.BRAUN MELSUNGEN AG PT

B. Braun 10 mg/ml solu7

77]0 inject7. vel ou para

perfus7]o.

Brometo de Rocur7ynio NL/H/1073/001 5133475 B.BRAUN MELSUNGEN AG PT

B. Braun 10 mg/ml solu7

77]0 inject7, vel ou para

perfus7]o.

Esmeron 10 mg/1 ml not available 18110 MSD GREECE cYy

solution for injection

Esmeron 10 mg/1 ml not available 41181/10/31-05-2011 MSD GREECE GR

gveaipo dialupa

Esmeron 10 mg/ml not available 63/0018/01-S MERCK SHARP & DOHME BV | SK

injekény roztok

Esmeron 10 mg/ml not available 8217 MERCK SHARP & DOHME BV NO

injeksjonsvaeske,

opplgsning

Esmeron 10 mg/ml not available 11528 MERCK SHARP & DOHME BV FI

injektioneste, liuos

Esmeron 10 mg/ml not available 1-21548 MERCK SHARP & DOHME AT

Injektionslésung GES.M.B.H.

Esmeron 10 mg/ml not available 11528 MERCK SHARP & DOHME BV | FI

injektionsvatska, I6sning

Esmeron 10 mg/ml not available 12487 MERCK SHARP & DOHME BV | SE

injektionsvatska, 16sning

Esmeron 10 mg/ml not available OGYI-T-8863/02 MSD PHARMA HUNGARY HU

oldatos injekcid KFT.

Esmeron 10 mg/ml not available OGYI-T-8863/03 MSD PHARMA HUNGARY HU
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Esmeron 10 mg/ml not available HR-H-993203112 MERCK SHARP & DOHME HR
otopina za D.0O.0.
injekciju/infuziju
Esmeron 10 mg/ml not available H/05/00577/001 MERCK SHARP & DOHME SI
raztopina za injiciranje INOVATIVNA ZDRAVILA
ali infundiranje D.0.0.
Esmeron 10 mg/ml not available H/05/00577/002 MERCK SHARP & DOHME SI
raztopina za injiciranje INOVATIVNA ZDRAVILA
ali infundiranje D.0.0.
Esmeron 10 mg/ml not available 5039672 MERCK SHARP & DOHME, PT
solucdo injetavel LDA.
Esmeron 10 mg/ml not available 61141 MERCK SHARP & DOHME DE ES
solucién inyectable y ESPANA, S.A
para perfusion
Esmeron 10 mg/ml not available 2988/2010/03 MERCK SHARP & DOHME RO
solutie injectabila ROMANIA SRL
Esmeron 10 mg/ml not available 2988/2010/02 MERCK SHARP & DOHME RO
solutie injectabila ROMANIA SRL
Esmeron 10 mg/ml not available 2988/2010/01 MERCK SHARP & DOHME RO
solutie injectabila ROMANIA SRL
Esmeron 10 mg/ml not available 029209032 MSD ITALIA S.R.L. IT
soluzione iniettabile per
uso endovenoso
Esmeron 10 mg/ml not available 029209044 MSD ITALIA S.R.L. 1T
soluzione iniettabile per
uso endovenoso
Esmeron 10 mg/ml not available 029209057 MSD ITALIA S.R.L. 1T
soluzione iniettabile per
uso endovenoso
Esmeron 10 mg/ml not available 940070 MERCK SHARP & DOHME BV | IS
stungulyf, lausn
Esmeron 10 mg/ml, not available RVG 16946 NV ORGANON NL
oplossing voor injectie
ESMERON 10 mg/ml, not available 34009 57152123 MSD FRANCE FR
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Product Name (in

authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solution injectable

ESMERON 10 mg/ml, not available 34009 559 779 3 3 MSD FRANCE FR
solution injectable

ESMERON 10 mg/ml, not available 34009 564 997 55 MSD FRANCE FR
solution injectable

ESMERON 10 mg/ml, not available 34009 559 778 7 2 MSD FRANCE FR
solution injectable

Esmeron 100 mg/10 ml, not available 7845 MSD POLSKA SP. Z O.0. PL
roztwor do wstrzykiwan

Esmeron 10mg/ml not available PA 1286/58/1 MERCK SHARP & DOHME IE
Solution for IRELAND (HUMAN HEALTH)
injection/Infusion LTD

Esmeron, 50 mg/5 ml, not available 7844 MSD POLSKA SP. Z 0.0. PL
roztwor do wstrzykiwan

Esmeron, not available 15661 MERCK SHARP & DOHME BV DK
injektionsveeske,

oplgsning

Esmeron® 10 mg/ml not available 30984.00.00 NV ORGANON DE
Injektionslésung

Esmeron® 10 mg/ml not available 30984.01.00 NV ORGANON DE
Injektionslésung

Esmeron® 10 mg/ml not available PL 05003/0041 NV ORGANON UK
solution for injection

Esmeron® 10 mg/ml, not available 63/773/99-C MERCK SHARP & DOHME BV | CZ
injekeni/infuzni roztok

Esmeron® 50 mg/5 ml not available BE176522 MSD BELGIUM BVBA/SPRL BE
oplossing voor injectie

Esmeron® 50 mg/5 ml, not available BE176522 MSD BELGIUM BVBA/SPRL BE
Injektionslésung

Esmeron® 50 mg/5 ml, not available BE176522 MSD BELGIUM BVBA/SPRL BE
solution injectable

Esmeron® 50 mg/5 ml, not available 2001086270 MSD BELGIUM BVBA/SPRL LU
solution injectable

Rocuronio B. Braun 10 NL/H/1073/001 70315 B.BRAUN MELSUNGEN AG ES
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

mg/ml solucién

inyectable o para

perfusion EFG

Rocuronio B. Braun 10 NL/H/1073/001 039052016 B.BRAUN MELSUNGEN AG IT

mg/ml soluzione

iniettabile o per infusione

Rocuronio B. Braun 10 NL/H/1073/001 039052028 B.BRAUN MELSUNGEN AG IT

mg/ml soluzione

iniettabile o per infusione

Rocuronio B. Braun 10 NL/H/1073/001 039052030 B.BRAUN MELSUNGEN AG IT

mg/ml soluzione

iniettabile o per infusione

Rocuronio bromuro SALF | DE/H/2731/001 041852017 S.A.L.F. SPA LABORATORIO IT

10 mg/ml soluzione FARMACOLOGICO

iniettabile per infusione

Rocuronio bromuro SALF | DE/H/2731/001 041852029 S.A.L.F. SPA LABORATORIO IT

10 mg/ml soluzione FARMACOLOGICO

iniettabile per infusione

Rocuronio bromuro SALF | DE/H/2731/001 041852031 S.A.L.F. SPA LABORATORIO IT

10 mg/ml soluzione FARMACOLOGICO

iniettabile per infusione

Rocuronio bromuro SALF | DE/H/2731/001 041852043 S.A.L.F. SPA LABORATORIO IT

10 mg/ml soluzione FARMACOLOGICO

iniettabile per infusione

Rocuronio bromuro SALF | DE/H/2731/001 041852056 S.A.L.F. SPA LABORATORIO IT

10 mg/ml soluzione FARMACOLOGICO

iniettabile per infusione

Rocuronio Hikma, 10 PT/H/1071/001 042577015 HIKMA FARMACEUTICA IT

mg/ml, soluzione (PORTUGAL), S.A.

iniettabile/ infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 70.564 FRESENIUS KABI ESPANA ES

solucion inyectable y S.A.U.

para perfusion

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603027 FRESENIUS KABI ITALIA IT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603039 FRESENIUS KABI ITALIA IT

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603041 FRESENIUS KABI ITALIA IT

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603054 FRESENIUS KABI ITALIA IT

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603066 FRESENIUS KABI ITALIA IT

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Kabi 10 mg/ml | NL/H/1072/001 038603015 FRESENIUS KABI ITALIA IT

Soluzione iniettabile o S.R.L.

per infusione

Rocuronio Tamarang 10 DE/H/1785/001 72862 TAMARANG, S.A. ES

mg/ml solucién

inyectable y para

perfusion EFG

Rocuronium “Fresenius NL/H/1072/001 41406 FRESENIUS KABI AB DK

Kabi”, injektions-

/infusionsvaeske,

oplgsning

Rocuronium “Hameln” NL/H/1071/001/DC 41405 HAMELN PHARMA PLUS DK
GMBH

Rocuronium 10 mg/ml NL/H/1073/001 PA 736/29/1 B.BRAUN MELSUNGEN AG 1IE

solution for injection /

infusion

Rocuronium 10 mg/ml NL/H/1071/001/DC PL25215/0018 HAMELN PHARMA PLUS UK

solution for injection / GMBH

infusion

Rocuronium 10 mg/ml NL/H/1073/001 PL 03551/0111 B.BRAUN MELSUNGEN AG UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solution for injection /
infusion

Rocuronium 10 mg/ml
solution for
injection/infusion

NL/H/1072/001

PA 2059/018/001

FRESENIUS KABI
DEUTSCHLAND GMBH

IE

Rocuronium 10 mg/ml
solution for
injection/infusion

NL/H/1072/001

PL 08828/0182

FRESENIUS KABI LIMITED

UK

Rocuronium B. Braun 10
mg/ml injekény /infazny
roztok

NL/H/1073/001

63/0392/08-S

B.BRAUN MELSUNGEN AG

SK

Rocuronium B. Braun 10
mg/ml injektio-
/infuusioneste, liuos

NL/H/1073/001

23580

B.BRAUN MELSUNGEN AG

FI

Rocuronium B. Braun 10
mg/ml injektions-
/infusionsvatska, 16sning

NL/H/1073/001

25537

B.BRAUN MELSUNGEN AG

SE

Rocuronium B. Braun 10
mg/ml Injektionslésung /
Infusionslésung

NL/H/1073/001

BE534880

B.BRAUN MELSUNGEN AG

BE

Rocuronium B. Braun 10
mg/ml oplossing voor
injectie / infusie

NL/H/1073/001

BE534880

B.BRAUN MELSUNGEN AG

BE

Rocuronium B. Braun 10
mg/ml solution pour
injection / perfusion

NL/H/1073/001

BE534880

B.BRAUN MELSUNGEN AG

BE

Rocuronium B. Braun 10
mg/ml, injekéni/infuzni
roztok

NL/H/1073/001

63/499/08-C

B.BRAUN MELSUNGEN AG

Ccz

Rocuronium B. Braun, 10
mg/ml, roztwdr do
wstrzykiwan/do infuzji

NL/H/1073/001

16144

B.BRAUN MELSUNGEN AG

PL

ROCURONIUM B.BRAUN
10 mg/ml, solution

not available

579 575-4

B.BRAUN MELSUNGEN AG

FR
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Hospira 10 mg/ml

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

authorisation country) | Authorisation member state product is authorised
number

injectable

ROCURONIUM B.BRAUN not available 579 576-0 B.BRAUN MELSUNGEN AG FR

10 mg/ml, solution

injectable

ROCURONIUM B.BRAUN not available 579 577-7 B.BRAUN MELSUNGEN AG FR

10 mg/ml, solution

injectable

Rocuronium bromide 10 DE/H/2731/001 PA1862/001/001 IBIGEN SRL IE

mg/ml solution for

injection/ infusion

Rocuronium bromide 10 DE/H/2731/001 PL 31745/0029 IBIGEN SRL UK

mg/ml solution for

injection/ infusion

Rocuronium bromide 10 NL/H/2432/001 PA0577/224/001 MCDERMOTT IE

mg/ml solution for LABORATORIES LTD

injection/infusion

Rocuronium bromide 10 EE/H/0253/001 PA2165/004/001 KALCEKS 1IE

mg/ml solution for

injection/infusion

Rocuronium bromide 10 EE/H/0253/001 PL 47015/0006 KALCEKS UK

mg/ml solution for

injection/infusion

Rocuronium bromide NL/H/1071/001/DC 63/898/16-C HAMELN PHARMA PLUS Ccz

Hameln 10 mg/ml GMBH

injek¢ni/infuzni roztok

Rocuronium bromide NL/H/1071/001/DC 63/0188/17-S HAMELN PHARMA PLUS SK

Hameln 10 mg/ml GMBH

injekény/infuzny roztok

Rocuronium bromide NL/H/1071/001/DC 24432 HAMELN PHARMA PLUS PL

Hameln 10 mg/ml GMBH

roztwoér do

wstrzykiwan/do infuzji

Rocuronium Bromide NL/H/2812/001 PL 04515/0402 HOSPIRA UK LTD UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Solution for
Injection/Infusion.

Rocuronium Bromide
Hospira 10 mg/ml
Solution for
Injection/Infusion.

NL/H/2812/001

PL 04515/0402

HOSPIRA UK LTD

UK

Rocuronium bromide
Kalceks 10 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0253/001

LT/1/19/4331/001

KALCEKS

LT

Rocuronium bromide
Kalceks 10 mg/mil
injekény/infazny roztok

EE/H/0253/001

63/0041/19-S

KALCEKS

SK

Rocuronium bromide
Kalceks 10 mg/mil
Skidums
injekcijam/infazijam

EE/H/0253/001

19-0010

KALCEKS

LV

Rocuronium bromide
Kalceks 10 mg/ml
injeksjons-
/infusjonsvaeske,
opplgsning

EE/H/0253/001

17-12030

KALCEKS

NO

Rocuronium bromide
Kalceks, 10 mg/ml sliste
/infusioonilahus

EE/H/0253/001

981819

KALCEKS

EE

Rocuronium bromide
Mylan 10 mg/ml solution
for injection/infusion

NL/H/2432/001

PL 04569/1546

GENERICS [UK] LIMITED

UK

Rocuronium Fresenius
Kabi 10 mg/ml injektio-
/infuusioneste, liuos

NL/H/1072/001

23579

FRESENIUS KABI AB

FI

Rocuronium Fresenius
Kabi, 10 mg/ml
injektions-

NL/H/1072/001

25536

FRESENIUS KABI AB

SE
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mg/ml solutie

SRL

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

authorisation country) | Authorisation member state product is authorised
number

/infusionsvatska, 16sning

Rocuronium Hameln 10 NL/H/1071/001/DC 23578 HAMELN PHARMA PLUS FI

mg/ml injektio- GMBH

/infuusioneste, liuos

Rocuronium Hameln 10 NL/H/1071/001/DC 25535 HAMELN PHARMA PLUS SE

mg/ml injektions- GMBH

/infusionsvatska, 16sning

ROCURONIUM HIKMA 10 | PT/H/1071/001 34009 550 538 6 6 HIKMA FARMACEUTICA FR

mg/ml, solution (PORTUGAL), S.A.

injectable/ pour

perfusion

ROCURONIUM HOSPIRA NL/H/2812/001 34009 55004189 HOSPIRA FRANCE FR

10 mg/ml solution

injectable/pour perfusion

ROCURONIUM HOSPIRA NL/H/2812/001 34009 55004172 HOSPIRA FRANCE FR

10 mg/ml solution

injectable/pour perfusion

Rocuronium Inresa 10 not available 76412.00.00 INRESA ARZNEIMITTEL DE

mg/ml Injektionslésung / GMBH

Infusionslésung

Rocuronium Kabi 10 NL/H/1072/001 4560/2012/02 FRESENIUS KABI ROMANIA RO

mg/ml solutie SRL

injectabild/perfuzabild

Rocuronium Kabi 10 NL/H/1072/001 4560/2012/03 FRESENIUS KABI ROMANIA RO

mg/ml solutie SRL

injectabila/perfuzabilad

Rocuronium Kabi 10 NL/H/1072/001 4560/2012/04 FRESENIUS KABI ROMANIA RO

mg/ml solutie SRL

injectabila/perfuzabila

Rocuronium Kabi 10 NL/H/1072/001 4560/2012/05 FRESENIUS KABI ROMANIA RO

mg/ml solutie SRL

injectabila/perfuzabila

Rocuronium Kabi 10 NL/H/1072/001 4560/2012/06 FRESENIUS KABI ROMANIA 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

injectabila/perfuzabila

Rocuronium Kabi 10
mg/ml solutie
injectabild/perfuzabild

NL/H/1072/001

4560/2012/01

FRESENIUS KABI ROMANIA
SRL

RO

Rocuronium Kabi, 10
mg/ml, roztwér do
wstrzykiwan / do infuzji

NL/H/1072/001

15531

FRESENIUS KABI POLSKA
SP. 2 0.0.

PL

Rocuronium Kalceks 10
mg/ml Injektions-
/Infusionslésung

EE/H/0253/001

138627

KALCEKS

AT

ROCURONIUM KALCEKS
10 mg/mL, solution
injectable/pour perfusion

EE/H/0253/001

34009 550 617 6 2

KALCEKS

FR

Rocuronium Kalceks
10 mg/ml oldatos
injekcié vagy infuzié

EE/H/0253/001

OGYI-T-23479/01

KALCEKS

HU

Rocuronium Kalceks, 10
mg/ml, roztwor do
wstrzykiwan / do infuzji

EE/H/0253/001

25239

KALCEKS

PL

ROCURONIUM MYLAN 10
mg/mL, solution
injectable/pour perfusion

NL/H/2432/001

NL 49202

MYLAN S.A.S

FR

Rocuronium Pfizer 10
mg/ml injektio-
/infuusioneste, liuos

NL/H/2812/001

31261

PFIZER PFE FINLAND OY

FI

Rocuronium Pfizer 10
mg/ml injektio-
/infuusioneste, liuos

NL/H/2812/001

31261

PFIZER PFE FINLAND OY

FI

Rocuronium Pfizer 10
mg/ml injektions-
/infusionsvatska, 16sning

NL/H/2812/001

31261

PFIZER PFE FINLAND OY

FI

Rocuronium Pfizer 10
mg/ml injektions-
/infusionsvatska, 16sning

NL/H/2812/001

31261

PFIZER PFE FINLAND 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

Rocuronium Tamarang
10 mg/ml Injektions-
/Infusionslésung

DE/H/1785/001

70991.00.00

INRESA ARZNEIMITTEL
GMBH

DE

Rocuronium/B. Braun 10
mg/ml didAupa yia
£veon/éyxuaon

NL/H/1073/001

34993/15-5-2009

B.BRAUN MELSUNGEN AG

GR

Rocuroniumbromid B.
Braun 10 mg/ml
Injektions-
/Infusionslésung

NL/H/1073/001

1-28065

B.BRAUN MELSUNGEN AG

AT

Rocuroniumbromid B.
Braun 10 mg/ml
Injektions-
/Infusionslésung

NL/H/1073/001

68880.00.00

B.BRAUN MELSUNGEN AG

DE

Rocuroniumbromid B.
Braun 10 mg/ml
Injektions-
/Infusionslésung

NL/H/1073/001

0667/11030036

B.BRAUN MELSUNGEN AG

LU

Rocuroniumbromid
HEXAL 10 mg/ml
Injektionslésung/Konzent
rat zur Herstellung einer
Infusionslésung

DE/H/1323/001

70714.00.00

HEXAL AG

DE

Rocuroniumbromid
Hikma 10 mg/ml
Injektionslésung/
Infusionslésung

PT/H/1071/001

135383

HIKMA FARMACEUTICA
(PORTUGAL), S.A.

AT

Rocuroniumbromid
Hikma 10 mg/ml
Injektionslosung/Infusion
slésung

PT/H/1071/001

89258.00.00

HIKMA FARMACEUTICA
(PORTUGAL), S.A.

DE

Rocuroniumbromid Kabi
10 mg/ml
Injektionslésung/Infusion

NL/H/1072/001

1-27838

FRESENIUS KABI AUSTRIA
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

slésung

Rocuroniumbromid Kabi
10 mg/ml
Injektionslosung/Infusion
slésung

NL/H/1072/001

68881.00.00

FRESENIUS KABI
DEUTSCHLAND GMBH

DE

Rocuroniumbromid
Tamarang 10 mg/ml
Injektionslésung/Infusion
slésung

DE/H/1785/001

1-29074

TAMARANG, S.A.

AT

Rocuroniumbromid
Tamarang 10 mg/ml
injektionslésung/Infusion
slésung

DE/H/2731/001

80998.00.00

TAMARANG, S.A.

DE

Rocuroniumbromide B.
Braun 10 mg/ml
oplossing voor injectie /
infusie

NL/H/1073/001

RVG 100155

B.BRAUN MELSUNGEN AG

NL

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
Injektionslosung/Infusion
slésung

NL/H/1072/001

BE328562

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
Injektionslésung/Infusion
slésung

NL/H/1072/001

BE328571

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
Injektionslésung/Infusion
slésung

NL/H/1072/001

BE328553

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
oplossing voor injectie /
infusie

NL/H/1072/001

BE328562

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide

NL/H/1072/001

BE328571

FRESENIUS KABI NV/SA

BE

List of nationally authorised medicinal products

EMA/80538/2020

Page 14/19




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

Fresenius Kabi 10 mg/ml
oplossing voor injectie /
infusie

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
oplossing voor injectie /
infusie

NL/H/1072/001

BE328553

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
oplossing voor
injectie/infusie

NL/H/1072/001

RVG 100154

FRESENIUS KABI
NEDERLAND B.V.

NL

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
solution injectable /
solution pour perfusion

NL/H/1072/001

BE328562

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
solution injectable /
solution pour perfusion

NL/H/1072/001

BE328571

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Fresenius Kabi 10 mg/ml
solution injectable /
solution pour perfusion

NL/H/1072/001

BE328553

FRESENIUS KABI NV/SA

BE

Rocuroniumbromide
Hospira 10 mg/ml,
oplossing voor
injectie/infusie.

NL/H/2812/001

RVG 113094

HOSPIRA BENELUX BVBA

NL

Rocuroniumbromide
Hospira 10 mg/ml,
oplossing voor
injectie/infusie.

NL/H/2812/001

RVG 113094

HOSPIRA BENELUX BVBA

NL

Rocuroniumbromide
Kalceks 10 mg/ml
oplossing voor

EE/H/0253/001

RVG 122315

KALCEKS

NL
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mg/ml oldatos injekcid

GMBH

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

authorisation country) | Authorisation member state product is authorised
number

injectie/infusie

Rocuroniumbromide NL/H/2432/001 RVG 110257 MYLAN B.V. NL

Mylan 10 mg/ml,

oplossing voor

injectie/infusie

Rocuroniumbromide NL/H/1482/001 RVG 103302 RATIOPHARM GMBH NL

ratiopharm 10 mg/ml,

oplossing voor

injectie/infusie.

Rocuroniumbromide DE/H/1323/001 RVG 101113 SANDOZ B.V. NL

Sandoz 10 mg/ml,

oplossing voor

injectie/concentraat voor

oplossing voor infusie

Rocuroniumbromide- NL/H/1071/001/DC RVG100151 HAMELN PHARMA PLUS NL

hameln 10 mg/ml GMBH

oplossing voor injectie /

infusie

Rocuroniumbromid- NL/H/1071/001/DC 137965 HAMELN PHARMA PLUS AT

hameln 10 mg/ml GMBH

Injektionslésung /

Infusionslésung

Rocuroniumbromid- NL/H/1071/001/DC 68879.00.00 HAMELN PHARMA PLUS DE

hameln 10 mg/ml GMBH

Injektionslésung /

Infusionslésung

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/01 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infazioé

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/04 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzié

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/05 HAMELN PHARMA PLUS HU
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

vagy infazioé

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/06 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzié

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/07 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzié

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/08 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzié

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/09 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infazié

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/10 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infazioé

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/11 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infazioé

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/02 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzidé

Rocuronium-hameln 10 NL/H/1071/001/DC OGYI-T-23194/03 HAMELN PHARMA PLUS HU

mg/ml oldatos injekcid GMBH

vagy infuzié

Rokuronijev bromid NL/H/1071/001 HR-H-304102701 HAMELN PHARMA PLUS HR

Hameln 10 mg/ml GMBH

otopina za

injekciju/infuziju

Rokuronijev bromid NL/H/1071/001/DC HR-H-304102701 HAMELN PHARMA PLUS HR

Hameln 10 mg/ml GMBH

otopina za

injekciju/infuziju

Rokuronijev bromid NL/H/1071/001/DC H/17/02367/001-011 HAMELN PHARMA PLUS SI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Hameln 10 mg/ml
raztopina za
injiciranje/infundiranje

GMBH

Rokuronijev bromid
Kalceks 10 mg/ml
otopina za
injekciju/infuziju

EE/H/0253/001

HR-H-854187659-01

KALCEKS

HR

Rokuronijev bromid
Kalceks 10 mg/mil
raztopina za
injiciranje/infundiranje

EE/H/0253/001

H/19/02574/001

KALCEKS

SI

Rokuronijev bromid
Mylan 10 mg/ml otopina
za injekciju/infuziju

NL/H/2432/001

HR-H-685687215

MYLAN S.A.S

HR

Rokuronijev bromid
Mylan 10 mg/ml
raztopina za injiciranje
ali infundiranje

NL/H/2432/001

H/18/02513/001

MYLAN S.A.S

SI

Rokuroniumbromid Pfizer
10 mg/ml injeksjons-
/infusjonsvaeske,
opplgsning

NL/H/2812/001

12-9389

PFIZER AS

NO

Rokuroniumbromid Pfizer
10 mg/ml injeksjons-
/infusjonsvaeske,
opplgsning

NL/H/2812/001

12-9389

PFIZER AS

NO

Roqurum 10 mg/ml
injekcinis ar infuzinis
tirpalas

not available

LT/1/10/2251/001

PHARMASWISS CESKA
REPUBLIKA S.R.O.

LT

Roqurum 10 mg/ml
injekcinis ar infuzinis
tirpalas

not available

LT/1/10/2251/002

PHARMASWISS CESKA
REPUBLIKA S.R.O.

LT

Roqurum 10 mg/ml
injekcinis ar infuzinis

not available

LT/1/10/2251/003

PHARMASWISS CESKA
REPUBLIKA S.R.O.

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

authorisation country) | Authorisation member state product is authorised
number

tirpalas i

Roqurum, 10 mg/ml, not available 17270 PHARMASWISS CESKA PL

roztwor do wstrzykiwan REPUBLIKA S.R.O.

EcmepoH 10 mg/ml not available 9700246 NV ORGANON BG

WHXXEKLMOHEH pa3TBop
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