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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
Ivor 2500 IE Anti-Xa/0,2 | ES/H/0106/001 1-24671 ROVI PHARMA INDUSTRIAL AT
ml Injektionslésung in SERVICES S.A.U.
Fertigspritzen
Ivor 3500 IE Anti-Xa/0,2 | ES/H/0106/002 1-24672 ROVI PHARMA INDUSTRIAL AT
ml Injektionslésung in SERVICES S.A.U.
Fertigspritzen
IVOR 3.500 Ul anti-Xa/ ES/H/0106/002 3963386 ROVI PHARMA INDUSTRIAL PT
0,2 ml, solucéo SERVICES S.A.U.
injectavel em seringas
pré-cheias.
ZIBOR 2 500 j.m. anty- ES/H/0106/001 12201 ROVI PHARMA INDUSTRIAL PL
Xa/0,2 ml roztworu do SERVICES S.A.U.
wstrzykiwan w amputko-
strzykawce
ZIBOR, 3 500 j.m. anty- ES/H/0106/002 12200 ROVI PHARMA INDUSTRIAL PL
Xa/0,2 ml roztworu do SERVICES S.A.U.
wstrzykiwan w amputko-
strzykawce
Zibor 2,500 IU anti ES/H/0106/001 PA1769/001/001 ROVI PHARMA INDUSTRIAL IE
Xa/0.2 ml solution for SERVICES S.A.U.
injection in pre-filled
syringes
Zibor 3,500 IU anti ES/H/0106/002 PA1769/001/002 ROVI PHARMA INDUSTRIAL IE
Xa/0.2 ml solution for SERVICES S.A.U.
injection in pre-filled
syringes
Zibor 2,500 IU anti ES/H/0106/001 PL 17770/0001 ROVI PHARMA INDUSTRIAL Xl
Xa/0.2 ml solution for SERVICES S.A.U.
injection in pre-filled
syringes.
Zibor 2500 U1/0,2 ml not available 5407/2013/01 ROVI PHARMA INDUSTRIAL RO
solutie injectabilad SERVICES S.A.U.
Zibor 3500 Ul1/0,2 ml not available 5348/2013/01 ROVI PHARMA INDUSTRIAL RO
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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

solutie injectabild SERVICES S.A.U.

PHIVOR 2.500 Ul anti ES/H/0106/001 63.003 ROVI PHARMA INDUSTRIAL ES

Xa/0,2 ml de solucién SERVICES S.A.U.

inyectable en jeringas

precargadas

PHIVOR 3.500 Ul anti ES/H/0106/002 63.004 ROVI PHARMA INDUSTRIAL ES

Xa/0,2 ml de soluciéon SERVICES S.A.U.

inyectable en jeringas

precargadas

Ivor 2.500 IU antiXa/0,2 | ES/H/0106/001 64145/19-9-2012 VIANEX S.A. GR

ml evéaipou diaAlpaTog
O€ NPOYEUIOUEVEG
oupIyYEq

IVOR 3.500 Ul anti- ES/H/0106/002 4748182 FROSST IBERICA, S.A. PT
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

IVOR 3.500 Ul anti- ES/H/0106/002 3963287 FROSST IBERICA, S.A. PT
Xa/0,2 ml, solucao
injectavel em seringas
pré-cheias

IVOR 3.500 Ul anti- ES/H/0106/002 3963485 FROSST IBERICA, S.A. PT
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

IVOR 3.500 Ul anti-Xa/ ES/H/0106/002 3963188 FROSST IBERICA, S.A. PT
0,2 ml, solu77Tlo injectT,
vel em seringas pris-
cheias

IVOR 2.500 Ul anti- ES/H/0106/001 3962784 FROSST IBERICA, S.A. PT
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

List of nationally authorised medicinal products
EMA/76569/2023 Page 3/18



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

IVOR 2.500 Ul anti-
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

ES/H/0106/001

4748083

FROSST IBERICA, S.A.

PT

IVOR 2.500 Ul anti-
Xa/0,2 ml, solucao
injectavel em seringas
pré-cheias

ES/H/0106/001

3962883

FROSST IBERICA, S.A.

PT

IVOR 2.500 Ul anti-
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

ES/H/0106/001

3962982

FROSST IBERICA, S.A.

PT

IVOR 2.500 Ul anti-
Xa/0,2 ml, solucéo
injectavel em seringas
pré-cheias

ES/H/0106/001

3963089

FROSST IBERICA, S.A.

PT

Zibor 2.500 i.e. anti-
Xa/0,2 ml, raztopina za
injiciranje v napolnjenih
injekcijskih brizgah

ES/H/0106/001

H/06/01701/001

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

S

Zibor 2.500 i.e. anti-
Xa/0,2 ml, raztopina za
injiciranje v napolnjenih
injekcijskih brizgah

ES/H/0106/001

H/06/01701/002

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

S

Zibor 2.500 i.e. anti-
Xa/0,2 ml, raztopina za
injiciranje v napolnjenih
injekcijskih brizgah

ES/H/0106/001

H/06/01701/003

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

Si

Zibor 3.500 i.e. anti-
Xa/0,2 ml, raztopina za
injiciranje v napolnjenih
injekcijskih brizgah

ES/H/0106/002

H/06/01701/011

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

S

Zibor 3.500 i.e. anti-

ES/H/0106/002

H/06/01701/012

ROVI PHARMA INDUSTRIAL

S
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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
Xa/0,2 ml, raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 3.500 i.e. anti- ES/H/0106/002 H/06/01701/013 ROVI PHARMA INDUSTRIAL Sl
Xa/0,2 ml, raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 3,500 IU anti ES/H/0106/002 PL 17770/0002 ROVI PHARMA INDUSTRIAL XI
Xa/0.2 ml solution for SERVICES S.A.U.
injection in pre-filled
syringes.
Zibor 2500 NE anti Xa/ ES/H/0106/001 OGYI-T-20071/01 ROVI PHARMA INDUSTRIAL HU
0,2 ml oldatos injekcio SERVICES S.A.U.
eloretéltott fecskendoben
Zibor 3500 NE anti ES/H/0106/002 OGYI-T-20071/04 ROVI PHARMA INDUSTRIAL HU
Xa/0,2 ml oldatos SERVICES S.A.U.
injekcio elGretoltott
fecskend6ben
Zibor 2 500 IU 2 500 1U ES/H/0106/001 16/0177/06-S ROVI PHARMA INDUSTRIAL SK
anti Xa/0,2 ml, injekcny SERVICES S.A.U.
roztok naplneny v
injekcnej striekacke
Zibor 3 500 I1U ES/H/0106/002 16/0178/06-S ROVI PHARMA INDUSTRIAL SK
3500 IU anti Xa/0,2 ml, SERVICES S.A.U.
injekény roztok napineny
v injekcnej striekacke
Zibor 3500 NE anti Xa/ ES/H/0106/002 OGYI-T-20071/05 ROVI PHARMA INDUSTRIAL HU
0,2 ml oldatos injekci6 SERVICES S.A.U.
el6retoltott fecskendbben
Zibor 3500 NE anti Xa/ ES/H/0106/002 OGYI-T-20071/06 ROVI PHARMA INDUSTRIAL HU
0,2 ml oldatos injekcio SERVICES S.A.U.
eloretéltott fecskendoben
3mnbop 3500 IU anti not available 20060576 MENARINI INTERNATIONAL BG
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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

soluzione iniettabile in

SERVICES S.A.U.

number
Xa/0,2 ml nHXeKunoHeH OPERATIONS LUXEMBOURG
pasTBop S.A.
Zibor 3500 1U/0,2 ml ES/H/0106/002 16/601/05-C MENARINI INTERNATIONAL Ccz
injekéni roztok v OPERATIONS LUXEMBOURG
predplnéné injekcni S.A.
stiikacce
Zibor 2500 1U/0,2 ml ES/H/0106/001 16/600/05-C MENARINI INTERNATIONAL cz
injek¢ni roztok v OPERATIONS LUXEMBOURG
predplnéné injekcni S.A.
stiikacce
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577016 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577319 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 UI1/0,2 ml ES/H/0106/001 035577028 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 U1/0,2 ml ES/H/0106/001 035577030 FROSST IBERICA, S.A. IT
soluzione iniettabile in
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577042 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577218 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577220 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577232 ROVI PHARMA INDUSTRIAL IT
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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

soluzione iniettabile in

SERVICES S.A.U.

number
siringa preriempita
Ivor 2.500 U1/0,2 ml ES/H/0106/001 035577244 FROSST IBERICA, S.A. IT
soluzione iniettabile in
siringa preriempita
Ivor 2.500 U1/0,2 mi ES/H/0106/001 035577257 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577055 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577321 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577067 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577079 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 ml ES/H/0106/002 035577081 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 ml ES/H/0106/002 035577269 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577271 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577283 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 3.500 U1/0.2 mi ES/H/0106/002 035577295 ROVI PHARMA INDUSTRIAL IT
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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

Xa/0,2 ml Skidums

SERVICES S.A.U.

number
siringa preriempita
Ivor 3.500 Ul1/0.2 ml ES/H/0106/002 035577307 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Zibor 2500 NE anti- ES/H/0106/001 OGYI-T-20071/02 ROVI PHARMA INDUSTRIAL HU
Xa/0,2 ml oldatos SERVICES S.A.U.
injekcio elGretoltott
fecskendd6ben.
Zibor 2500 NE anti- ES/H/0106/001 OGYI-T-20071/03 ROVI PHARMA INDUSTRIAL HU
Xa/0,2 ml oldatos SERVICES S.A.U.
injekcid el6retoltott
fecskenddben.
Ivor 3.500 IU antiXa/0,2 ES/H/0106/002 64146/19-9-2012 VIANEX S.A. GR
ml evéaipou diaAlpaTog
O€ NPOYEWUIOUEVEG
ouplyyeg
Zibor 2500 U1/0,2 ml not available 5407/2013/02 ROVI PHARMA INDUSTRIAL RO
solutie injectabild SERVICES S.A.U.
Zibor 2500 U1/0,2 ml not available 5407/2013/03 ROVI PHARMA INDUSTRIAL RO
solutie injectabila SERVICES S.A.U.
Zibor 2500 UI1/0,2 ml not available 5407/2013/04 ROVI PHARMA INDUSTRIAL RO
solutie injectabilad SERVICES S.A.U.
Zibor 3500 UI1/0,2 ml not available 5348/2013/02 ROVI PHARMA INDUSTRIAL RO
solutie injectabila SERVICES S.A.U.
Zibor 3500 UI1/0,2 ml not available 5348/2013/03 ROVI PHARMA INDUSTRIAL RO
solutie injectabila SERVICES S.A.U.
Zibor 3500 U1/0,2 ml not available 5348/2013/04 ROVI PHARMA INDUSTRIAL RO
solutie injectabilad SERVICES S.A.U.
Zibor 2500 SV anti- ES/H/0106/001 06-0036 ROVI PHARMA INDUSTRIAL LV
Xa/0,2 ml skidums SERVICES S.A.U.
injekcijai pilnslircés
Zibor 3500 SV anti- ES/H/0106/002 06-0037 ROVI PHARMA INDUSTRIAL LV

List of nationally authorised medicinal products

EMA/76569/2023

Page 8/18



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
injekcijai pilnslircés
Zibor, 2500 RU anti- ES/H/0106/001 501405 ROVI PHARMA INDUSTRIAL EE
Xa/0,2 ml sustelahus SERVICES S.A.U.
sustlis
Zibor, 3500 RU anti- ES/H/0106/002 501505 ROVI PHARMA INDUSTRIAL EE
Xa/0,2 ml sustelahus SERVICES S.A.U.
sustlis
Zibor 2500 TV anti- ES/H/0106/001 LT/1/06/0458/001 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
Svirkste
Zibor 2500 TV anti- ES/H/0106/001 LT/1/06/0458/002 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
Svirkste
Zibor 2500 TV anti- ES/H/0106/001 LT/1/06/0458/003 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
Svirkste
Zibor 2500 TV anti- ES/H/0106/001 LT/1/06/0458/004 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
Svirkste
Zibor 2500 TV anti- ES/H/0106/001 LT/1/06/0458/005 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
Svirkste
Zibor 3500 TV anti- ES/H/0106/002 LT/1/06/0458/006 ROVI PHARMA INDUSTRIAL LT
Xa/0,2 ml injekcinis SERVICES S.A.U.
tirpalas uzpildytame
SvirkSte
Zibor 3500 TV anti- ES/H/0106/002 LT/1/06/0458/007 ROVI PHARMA INDUSTRIAL LT

Xa/0,2 ml injekcinis

SERVICES S.A.U.
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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

tirpalas uzpildytame
Svirkste

Zibor 3500 TV anti-
Xa/0,2 ml injekcinis
tirpalas uzpildytame
Svirkste

ES/H/0106/002

LT/1/06/0458/008

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

LT

Zibor 3500 TV anti-
Xa/0,2 ml injekcinis
tirpalas uzpildytame
SvirkSte

ES/H/0106/002

LT/1/06/0458/009

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

LT

Zibor 3500 TV anti-
Xa/0,2 ml injekcinis
tirpalas uzpildytame
Svirkste

ES/H/0106/002

LT/1/06/0458/010

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

LT

PHIVOR 25.000 Ul anti
Xa/ml, solucién para
inyeccion en jeringas
precargadas

ES/H/0106/003

64.167

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

ES

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033188

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033287

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033980

FROSST IBERICA, S.A.

PT

ZIBOR; 25 000 j.m.
anty-Xa/ml roztworu do
wstrzykiwan w amputko-
strzykawce

ES/H/0106/03

12724

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.

PL

Zibor 25,000 IU anti-
Xa/ml solution for

ES/H/0106/003

PA1769/001/003

ROVI PHARMA INDUSTRIAL
SERVICES S.A.U.
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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

Xa/ml raztopina za
injiciranje v napolnjenih

SERVICES S.A.U.

number
injection in pre-filled
syringes
Zibor 25,000 IU anti- ES/H/0106/003 PL 17770/0003 ROVI PHARMA INDUSTRIAL Xl
Xa/ml solution for SERVICES S.A.U.
injection in pre-filled
syringes.
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/021 ROVI PHARMA INDUSTRIAL S
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/023 ROVI PHARMA INDUSTRIAL S
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/024 ROVI PHARMA INDUSTRIAL S
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/025 ROVI PHARMA INDUSTRIAL Sl
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/026 ROVI PHARMA INDUSTRIAL ]|
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/027 ROVI PHARMA INDUSTRIAL S
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25.000 i.e. anti- ES/H/0106/003 H/06/01701/028 ROVI PHARMA INDUSTRIAL ]|
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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

injekcijskih brizgah

Zibor 25.000 i.e. anti-
Xa/ml raztopina za
injiciranje v napolnjenih
injekcijskih brizgah

ES/H/0106/003

H/06/01701/029

ROVI PHARMA INDUSTRIAL

SERVICES S.A.U.

S

IVOR 25.000 Ul anti-
Xa/ml, solucdo injectavel
em seringas pré-cheias

ES/H/0106/003

5033386

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033485

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033584

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5033683

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugdo injectavel
em seringas pré-cheias

ES/H/0106/003

5033782

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugao injectavel
em seringas pré-cheias

ES/H/0106/003

5033881

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugéo injectavel
em seringas pré-cheias

ES/H/0106/003

5034087

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solucéo injectavel
em seringas pré-cheias

ES/H/0106/003

5034186

FROSST IBERICA, S.A.

PT

IVOR 25.000 Ul anti-
Xa/ml, solugédo injectavel
em seringas pré-cheias

ES/H/0106/003

5034285

FROSST IBERICA, S.A.

PT

Zibor 25.000 i.e. anti-

ES/H/0106/003

H/06/01701/022

ROVI PHARMA INDUSTRIAL

S
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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

soluzione iniettabile in

SERVICES S.A.U.

number
Xa/ml raztopina za SERVICES S.A.U.
injiciranje v napolnjenih
injekcijskih brizgah
Zibor 25 000 IU anti- ES/H/0106/003 16/0511/06-S ROVI PHARMA INDUSTRIAL SK
Xa/ml, injek¢ny roztok SERVICES S.A.U.
naplneny v injek¢nej
striekacke
Zibor 25000 1U/ml ES/H/0106/003 16/028/07-C MENARINI INTERNATIONAL Ccz
injekéni roztok v OPERATIONS LUXEMBOURG
predplnéné injekcni S.A.
stiikacce
Zibor 25000 1U/ml ES/H/0106/003 16/028/07-C MENARINI INTERNATIONAL cz
injek¢ni roztok v OPERATIONS LUXEMBOURG
predplnéné injekcni S.A.
stiikacce
Zibor 25000 1U/ml ES/H/0106/003 16/028/07-C MENARINI INTERNATIONAL cz
injekéni roztok v OPERATIONS LUXEMBOURG
predplnéné injekcni S.A.
stiikacce
Ivor 25.000 Ul/ml ES/H/0106/003 035577093 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577105 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 UI/ml ES/H/0106/003 035577117 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577129 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577131 ROVI PHARMA INDUSTRIAL IT
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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

/ml solutie injectabild in

SERVICES S.A.U.

number
siringa preriempita
lvor 25.000 Ul/ml ES/H/0106/003 035577143 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577156 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577168 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577170 FROSST IBERICA, S.A. IT
soluzione iniettabile in
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577182 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Ivor 25.000 Ul/ml ES/H/0106/003 035577194 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
lvor 25.000 Ul/ml ES/H/0106/003 035577206 ROVI PHARMA INDUSTRIAL IT
soluzione iniettabile in SERVICES S.A.U.
siringa preriempita
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/01 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/02 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/03 ROVI PHARMA INDUSTRIAL RO
/mil solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/03 ROVI PHARMA INDUSTRIAL RO

List of nationally authorised medicinal products

EMA/76569/2023

Page 14/18



Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Xa/ml Skidums injekcijai

SERVICES S.A.U.

number
seringd pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/05 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/06 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringd pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/07 ROVI PHARMA INDUSTRIAL RO
/mil solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/08 ROVI PHARMA INDUSTRIAL RO
/mil solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/09 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/09 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila n SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/11 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25000 Ul anti-Xa ES/H/0106/003 10290/2017/12 ROVI PHARMA INDUSTRIAL RO
/ml solutie injectabila in SERVICES S.A.U.
seringa pre-umpluta
Zibor 25 000 SV anti- ES/H/0106/003 06-0283 ROVI PHARMA INDUSTRIAL LV
Xa/ml skidums injekcijai SERVICES S.A.U.
pilnslircés
Zibor 25 000 SV anti- ES/H/0106/003 06-0283 ROVI PHARMA INDUSTRIAL LV
Xa/ml skidums injekcijai SERVICES S.A.U.
pilnslircés
Zibor 25 000 SV anti- ES/H/0106/003 06-0283 ROVI PHARMA INDUSTRIAL LV
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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

Xa/ml injekcinis tirpalas

SERVICES S.A.U.

number
pilnslircés
Zibor, 25000 RU anti- ES/H/0106/003 535607 ROVI PHARMA INDUSTRIAL EE
Xa/ml sustelahus sustlis. SERVICES S.A.U.
Zibor, 25000 RU anti- ES/H/0106/003 535607 ROVI PHARMA INDUSTRIAL EE
Xa/ml sustelahus sistlis. SERVICES S.A.U.
Zibor, 25000 RU anti- ES/H/0106/003 535607 ROVI PHARMA INDUSTRIAL EE
Xa/ml sustelahus sustlis. SERVICES S.A.U.
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/011 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/012 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/013 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame SvirkSte
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/014 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/015 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/016 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/017 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/018 ROVI PHARMA INDUSTRIAL LT
Xa/ml injekcinis tirpalas SERVICES S.A.U.
uzpildytame Svirkste
Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/019 ROVI PHARMA INDUSTRIAL 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

uzpildytame Svirkste

Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/020 ROVI PHARMA INDUSTRIAL LT

Xa/ml injekcinis tirpalas SERVICES S.A.U.

uzpildytame Svirkste

Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/021 ROVI PHARMA INDUSTRIAL LT

Xa/ml injekcinis tirpalas SERVICES S.A.U.

uzpildytame Svirkste

Zibor 25000 TV anti- ES/H/0106/003 LT/1/06/0458/022 ROVI PHARMA INDUSTRIAL LT

Xa/ml injekcinis tirpalas SERVICES S.A.U.

uzpildytame Svirkste

3mnbop 3500 IU anti not available 20060576 MENARINI INTERNATIONAL BG

Xa/0,2 ml HXEeKUMUOHEH OPERATIONS LUXEMBOURG

pasTBop S.A.

HIBOR 5.000 Ul anti — not available 64.164 LABORATORIOS ES

Xa/0,2 ml solucién FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

HIBOR 7.500 Ul anti — not available 64.165 LABORATORIOS ES

Xa/0,3 ml solucion FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

HIBOR 10.000 Ul anti — not available 64.166 LABORATORIOS ES

Xa/0,4 ml solucion FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

HIBOR 2.500 Ul anti- not available 61.908 LABORATORIOS ES

Xa/0,2 ml solucién FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

HIBOR 3.500 Ul anti- not available 61.907 LABORATORIOS ES

Xa/0,2 ml solucion FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas
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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

HIBOR 7.500 Ul anti — not available 64165 LABORATORIOS ES

Xa/0,3 ml solucién FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

HIBOR 12.500 Ul anti — not available 74.793 LABORATORIOS ES

Xa/0,5 ml soluciéon FARMACEUTICOS ROVI, S.A

inyectable en jeringas

precargadas

Entervit 25.000 Ul anti- ES/H/0124/001 65.673 GINELADIUS, S.L. ES

Xa/ml solucion
inyectable en jeringas
precargadas

IVORAT 25.000 IE Anti- ES/H/0124/001 1-25443 GINELADIUS, S.L. AT
Xa/ml Injektionslésung
in Fertigspritzen
Ivormax 25.000 IU anti- | ES/H/0124/001 65983/19-9-2012 VIANEX S.A. GR
Xa/ml evéoiou
dlaAlpaToc os
NPOYEUIOUEVES OUPIYYEC
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