
 

Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands 

 An agency of the European Union      
Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us  
Send us a question Go to www.ema.europa.eu/contact  Telephone +31 (0)88 781 6000 
 

© European Medicines Agency, 2021. Reproduction is authorised provided the source is acknowledged. 

EMA/211175/2021 
Human Medicines Evaluation Division 

List of nationally authorised medicinal products 

Active substance(s): dalteparin sodium 

Procedure No.: PSUSA/00000922/202008 



 
List of nationally authorised medicinal products   
EMA/211175/2021  Page 2/24 
 
 

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 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54983 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54981 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 54984 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 54982 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54988 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54985 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54986 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 

not available 54989 PFIZER APS DK 

Fragmin, not available 54987 PFIZER APS DK 
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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 

injektionsvæske, 
opløsning i fyldt 
injektionssprøjte 
Fragmin, 
injektionsvæske, 
opløsning 2.500 anti-Xa 
IE/ml 

not available 12949 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning 25.000 anti-XA 
IE/ml 

not available 17534 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning 10.000 anti-Xa 
IE/ml 

not available 12950 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 55919 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 55917 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 55918 PFIZER APS DK 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 55916 PFIZER APS DK 
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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 

Fragmin, 
injektionsvæske, 
opløsning i fyldt 
injektionssprøjte med 
nålebeskytter 

not available 55920 PFIZER APS DK 

FRAGMIN 10 000 
SV(anti-Xa)/0,4 ml 
šķīdums injekcijām 
pilnšļircē 

not available 05-0449 PFIZER EUROPE MA EEIG LV 

FRAGMIN 10 000 
SV(anti-Xa)/1 ml 
šķīdums injekcijām 

not available 00-0356 PFIZER EUROPE MA EEIG LV 

FRAGMIN 2500 SV(anti-
Xa)/1 ml šķīdums 
injekcijām 

not available 00-0357 PFIZER EUROPE MA EEIG LV 

FRAGMIN 5000 SV(anti-
Xa)/0,2 ml šķīdums 
injekcijām pilnšļircē 

not available 00-0355 PFIZER EUROPE MA EEIG LV 

FRAGMIN 7500 SV(anti-
Xa)/0,3 ml šķīdums 
injekcijām pilnšļircē 

not available 05-0450 PFIZER EUROPE MA EEIG LV 

FRAGMIN 2500 SV(anti-
Xa)/0,2 ml šķīdums 
injekcijām pilnšļircē 

not available 00-0358 PFIZER EUROPE MA EEIG LV 

FRAGMIN 15 000 IU 
(anti-Xa)/0,6 ml 

not available 16/0276/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 18 000 IU 
(anti-Xa)/0,72 ml 

not available 16/0277/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 7 500 IU (anti-
Xa)/0,3 ml 

not available 16/0273/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 10 000 IU 
(anti-Xa)/ml 

not available 16/0278/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 2 500 IU (anti-
Xa)/ml 

not available 16/0400/92-C/S PFIZER EUROPE MA EEIG SK 

FRAGMIN 25 000 IU not available 16/0279/18-S PFIZER EUROPE MA EEIG SK 



 
List of nationally authorised medicinal products   
EMA/211175/2021  Page 5/24 
 
 

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 

(anti-Xa)/ml 
FRAGMIN 10 000 IU 
(anti-Xa)/0,4 ml 

not available 16/0274/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 12 500 IU 
(anti-Xa)/0,5 ml 

not available 16/0275/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 5 000 IU (anti-
Xa)/0,2 ml 

not available 16/0272/18-S PFIZER EUROPE MA EEIG SK 

FRAGMIN 2 500 IU (anti-
Xa)/0,2 ml 

not available 16/0271/18-S PFIZER EUROPE MA EEIG SK 

Fragmin 5.000 IU (Anti-
Xa)/0,2 ml 
Injektionslösung 

not available BE153492 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (Anti-
Xa)/ml Injektionslösung 

not available BE153501 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (Anti-
Xa)/0,2 ml 
Injektionslösung 

not available BE153517 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (Anti-
Xa)/ml Injektionslösung 

not available BE209361 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (Anti-
Xa)/0,4 ml 
Injektionslösung 

not available BE196271 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (Anti-
Xa)/ml Injektionslösung 

not available BE209377 PFIZER S.A. (BELGIUM) BE 

Fragmin 25.000 IU (Anti-
Xa)/ml Injektionslösung 

not available BE175926 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (Anti-
Xa)/ml Injektionslösung 

not available BE192245 PFIZER S.A. (BELGIUM) BE 

Fragmin 15.000 IU (Anti-
Xa)/0,6 ml 
Injektionslösung 

not available BE196664 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (Anti-
Xa)/ml Injektionslösung 

not available BE153447 PFIZER S.A. (BELGIUM) BE 

Fragmin 18.000 IU (Anti-
Xa)/0,72 ml 

not available BE196673 PFIZER S.A. (BELGIUM) 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 

Injektionslösung 
Fragmin 7.500 IU (Anti-
Xa)/0,3 ml 
Injektionslösung 

not available BE189436 PFIZER S.A. (BELGIUM) BE 

Fragmin 12.500 IU (Anti-
Xa)/0,5 ml 
Injektionslösung 

not available BE196655 PFIZER S.A. (BELGIUM) BE 

Fragmin 7.500 IU (Anti-
Xa)/0,75 ml 
Injektionslösung 

not available BE172627 PFIZER S.A. (BELGIUM) BE 

Fragmin 25.000 IU (anti-
Xa)/ml solution 
injectable 

not available BE175926 PFIZER S.A. (BELGIUM) BE 

Fragmin 5.000 IU (anti-
Xa)/0,2 ml solution 
injectable 

not available BE153492 PFIZER S.A. (BELGIUM) BE 

Fragmin 18.000 IU (anti-
Xa)/0,72 ml solution 
injectable 

not available BE196673 PFIZER S.A. (BELGIUM) BE 

Fragmin 15.000 IU (anti-
Xa)/0,6 ml solution 
injectable 

not available BE196664 PFIZER S.A. (BELGIUM) BE 

Fragmin 7.500 IU (anti-
Xa)/0,75 ml solution 
injectable 

not available BE172627 PFIZER S.A. (BELGIUM) BE 

Fragmin 7.500 IU (anti-
Xa)/0,3 ml solution 
injectable 

not available BE189436 PFIZER S.A. (BELGIUM) BE 

Fragmin 12.500 IU (anti-
Xa)/0,5 ml solution 
injectable 

not available BE196655 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/ml solution 
injectable 

not available BE153447 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti- not available BE209361 PFIZER S.A. (BELGIUM) 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 

Xa)/ml solution 
injectable 
Fragmin 10.000 IU (anti-
Xa)/0,4 ml solution 
injectable 

not available BE196271 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/ml solution 
injectable 

not available BE192245 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti-
Xa)/ml solution 
injectable 

not available BE153501 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/ml solution 
injectable 

not available BE209377 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti-
Xa)/0,2 ml solution 
injectable 

not available BE153517 PFIZER S.A. (BELGIUM) BE 

Fragmin 15.000 IU (anti-
Xa)/0,6 ml oplossing 
voor injectie 

not available BE196664 PFIZER S.A. (BELGIUM) BE 

Fragmin 7.500 IU (anti-
Xa)/0,3 ml oplossing 
voor injectie 

not available BE189436 PFIZER S.A. (BELGIUM) BE 

Fragmin 12.500 IU (anti-
Xa)/0,5 ml oplossing 
voor injectie 

not available BE196655 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE153447 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE209361 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE153501 PFIZER S.A. (BELGIUM) 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 

Fragmin 10.000 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE209377 PFIZER S.A. (BELGIUM) BE 

Fragmin 5.000 IU (anti-
Xa)/0,2 ml oplossing 
voor injectie 

not available BE153492 PFIZER S.A. (BELGIUM) BE 

Fragmin 7.500 IU (anti-
Xa)/0,75 ml oplossing 
voor injectie 

not available BE172627 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE192245 PFIZER S.A. (BELGIUM) BE 

Fragmin 18.000 IU (anti-
Xa)/0,72 ml oplossing 
voor injectie 

not available BE196673 PFIZER S.A. (BELGIUM) BE 

Fragmin 2.500 IU (anti-
Xa)/0,2 ml oplossing 
voor injectie 

not available BE153517 PFIZER S.A. (BELGIUM) BE 

Fragmin 25.000 IU (anti-
Xa)/ml oplossing voor 
injectie 

not available BE175926 PFIZER S.A. (BELGIUM) BE 

Fragmin 10.000 IU (anti-
Xa)/0,4 ml oplossing 
voor injectie 

not available BE196271 PFIZER S.A. (BELGIUM) BE 

Fragmin® D 2.500 
I.E./ml Injektionslösung 

not available 7389.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 10.000 I.E./ml 
Injektionslösung 

not available 6050.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® P 2.500 I.E. 
Injektionslösung 

not available 8157.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 18.000 I.E. 
18.000 I.E./0,72 ml 
Injektionslösung 

not available 69427.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® P Forte 5.000 
I.E. Injektionslösung 

not available 8157.01.00 PFIZER PHARMA PFE GMBH 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 

Fragmin® 15.000 I.E. 
15.000 I.E./0,6 ml 
Injektionslösung 

not available 69426.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 12.500 I.E. 
12.500 I.E./0,5 ml 
Injektionslösung 

not available 69425.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 10.000 I.E. 
10.000 I.E./0,4 ml 
Injektionslösung 

not available 69424.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 7.500 I.E. 
7.500 I.E./0,3 ml 
Injektionslösung 

not available 69423.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 10 ml 
Multidose 10.000 I.E./ml 
Injektionslösung 

not available 36131.01.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 4 ml Multidose 
25.000 I.E./ml, 
Injektionslösung 

not available 69428.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin® 4 ml Multidose 
25.000 I.E./ml 
Injektionslösung 

not available 36131.00.00 PFIZER PHARMA PFE GMBH DE 

Fragmin 100,000 IU / 
4ml Multidose Vial 

not available PL 00057/0979 PFIZER LIMITED UK 

Fragmin® 18,000 
IU/0.72ml solution for 
injection 

not available PL 00057/0982 PFIZER LIMITED UK 

Fragmin® 10,000 
IU/0.4ml solution for 
injection 

not available PL 00057/0976 PFIZER LIMITED UK 

Fragmin® 2500 IU not available PL 00057/0983 PFIZER LIMITED UK 
Fragmin 10,000 IU/1 ml not available PL 00057/0977 PFIZER LIMITED UK 
Fragmin® 5000 IU not available PL 00057/0984 PFIZER LIMITED UK 
Fragmin® 7,500 IU/0.3 
ml solution for injection 

not available PL 00057/0985 PFIZER LIMITED UK 

Fragmin 10,000 IU/4ml not available PL 00057/0978 PFIZER LIMITED 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 

Fragmin® Graduated 
Syringe 10,000 IU/ml 
Solution for Injection 

not available PL 00057/0986 PFIZER LIMITED UK 

Fragmin® 15,000 
IU/0.6ml solution for 
injection 

not available PL 00057/0981 PFIZER LIMITED UK 

Fragmin® 12,500 
IU/0.5ml solution for 
injection 

not available PL 00057/0980 PFIZER LIMITED UK 

Fragmin 5000 NE/0,2 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/07 PFIZER KFT. HU 

Fragmin 10 000 NE/0,4 
ml oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/11 PFIZER KFT. HU 

Fragmin 10 000 NE/0,4 
ml oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/10 PFIZER KFT. HU 

Fragmin 7500 NE/0,3 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/09 PFIZER KFT. HU 

Fragmin 15 000 NE/0,6 
ml oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/15 PFIZER KFT. HU 

Fragmin 12 500 NE/0,5 
ml oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/13 PFIZER KFT. HU 

Fragmin 12 500 NE/0,5 
ml oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/12 PFIZER KFT. HU 

Fragmin 2500 NE/0,2 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/04 PFIZER KFT. HU 

Fragmin 15 000 NE/0,6 
ml oldatos injekció 

not available OGYI-T-4428/14 PFIZER KFT. HU 
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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 

előretöltött fecskendőben 
Fragmin 7500 NE/0,3 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/08 PFIZER KFT. HU 

Fragmin 2500 NE/0,2 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/05 PFIZER KFT. HU 

Fragmin 5000 NE/0,2 ml 
oldatos injekció 
előretöltött fecskendőben 

not available OGYI-T-4428/06 PFIZER KFT. HU 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 

FRAGMIN 12 500 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7373 PFIZER AS NO 

FRAGMIN 10 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning med 
konserveringsmiddel 

not available 00-443 PFIZER AS NO 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 
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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 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 

FRAGMIN 25 000 IU 
(anti-Xa)/ml 
injeksjonsvæske, 
oppløsning 

not available 7374 PFIZER AS NO 

Fragmin 2500 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 10755 PFIZER AB SE 

Fragmin 2500 IE/ml, 
injektionsvätska, lösning 

not available 10754 PFIZER AB SE 

Fragmin 15000 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 19748 PFIZER AB SE 

Fragmin 25000 IE/ml, 
injektionsvätska, lösning 
(med 
konserveringsmedel) 

not available 12690 PFIZER AB SE 

Fragmin 12500 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 19747 PFIZER AB SE 

Fragmin 7500 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 19745 PFIZER AB SE 

Fragmin 10000 IE/ml, 
injektionsvätska, lösning 

not available 10944 PFIZER AB SE 

Fragmin 5000 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 10756 PFIZER AB SE 

Fragmin 18000 IE, 
injektionsvätska, lösning, 
förfylld spruta 

not available 19749 PFIZER AB SE 

Fragmin 10000 IE, not available 19746 PFIZER AB SE 
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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 

injektionsvätska, lösning, 
förfylld spruta 
Fragmin 10000 IE/ml, 
injektionsvätska, lösning 
(med 
konserveringsmedel) 

not available 11680 PFIZER AB SE 

Fragmin 2.500 IE/0,2 ml 
oplossing voor injectie 

not available RVG 12787 PFIZER B.V. NL 

Fragmin 12.500 IE/0,5 
ml oplossing voor injectie 

not available RVG 21897 PFIZER B.V. NL 

Fragmin 10.000 IE/0,4 
ml oplossing voor injectie 

not available RVG 21896 PFIZER B.V. NL 

Fragmin 18.000 IE/0,72 
ml oplossing voor injectie 

not available RVG 21899 PFIZER B.V. NL 

Fragmin 15.000 IE/0,6 
ml oplossing voor injectie 

not available RVG 21898 PFIZER B.V. NL 

Fragmin 10.000 IE/ml 
oplossing voor injectie 

not available RVG 12786 PFIZER B.V. NL 

Fragmin 5.000 IE/0,2 ml 
oplossing voor injectie 

not available RVG 12788 PFIZER B.V. NL 

Fragmin 7.500 IE/0,3 ml 
oplossing voor injectie 

not available RVG 20607 PFIZER B.V. NL 

Fragmin 2 500 (anti-Xa) 
TV/0,2 ml injekcinis 
tirpalas 

not available LT/1/99/1505/008 PFIZER EUROPE MA EEIG LT 

Fragmin 10 000 (anti - 
Xa) TV/0,4 ml injekcinis 
tirpalas 

not available LT/1/99/1505/003 PFIZER EUROPE MA EEIG LT 

Fragmin 5 000 (anti - 
Xa) TV/0,2 ml injekcinis 
tirpalas 

not available LT/1/99/1505/001 PFIZER EUROPE MA EEIG LT 

Fragmin 10 000 (anti-
Xa) TV/1 ml injekcinis 
tirpalas 

not available LT/1/99/1505/004 PFIZER EUROPE MA EEIG LT 

Fragmin 12 500 (anti - not available LT/1/99/1505/005 PFIZER EUROPE MA EEIG 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 

Xa) TV/0,5 ml injekcinis 
tirpalas 
Fragmin 7 500 (anti - 
Xa) TV/0,3 ml injekcinis 
tirpalas 

not available LT/1/99/1505/002 PFIZER EUROPE MA EEIG LT 

Fragmin 15 000 (anti - 
Xa) TV/0,6 ml injekcinis 
tirpalas 

not available LT/1/99/1505/006 PFIZER EUROPE MA EEIG LT 

Fragmin 18 000 (anti - 
Xa) TV/0,72 ml injekcinis 
tirpalas 

not available LT/1/99/1505/007 PFIZER EUROPE MA EEIG LT 

FRAGMIN 10.000 IU 
(anti-Xa)/ 1 ml otopina 
za injekciju 

not available UP/I-530-09/13-02/303 PFIZER CROATIA D.O.O. HR 

FRAGMIN 10.000 IU 
(anti-Xa)/ 0,4 ml otopina 
za injekciju u napunjenoj 
štrcaljki 

not available UP/I-530-09/13-02/302 PFIZER CROATIA D.O.O. HR 

FRAGMIN 15.000 IU 
(anti-Xa)/ 0,6 ml otopina 
za injekciju u napunjenoj 
štrcaljki 

not available UP/I-530-09/13-02/305 PFIZER CROATIA D.O.O. HR 

FRAGMIN 5.000 IU (anti-
Xa)/ 0,2 ml otopina za 
injekciju u napunjenoj 
štrcaljki 

not available UP/I-530-09/13-02/300 PFIZER CROATIA D.O.O. HR 

FRAGMIN 12.500 IU 
(anti-Xa)/ 0,5 ml otopina 
za injekciju u napunjenoj 
štrcaljki 

not available UP/I-530-09/13-02/304 PFIZER CROATIA D.O.O. HR 

FRAGMIN 2.500 IU (anti-
Xa)/ 0,2 ml otopina za 
injekciju u napunjenoj 
štrcaljki 

not available UP/I-530-09/13-02/299 PFIZER CROATIA D.O.O. HR 

FRAGMIN 7.500 IU (anti- not available UP/I-530-09/13-02/301 PFIZER CROATIA D.O.O. HR 
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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 

Xa)/ 0,3 ml otopina za 
injekciju u napunjenoj 
štrcaljki 
Fragmin 12.500 IU (Anti-
Xa)/0,5 ml 
Injektionslösung 

not available 1999030034 PFIZER S.A. (BELGIUM) LU 

Fragmin 7.500 IU (Anti-
Xa)/0,3 ml 
Injektionslösung 

not available 1998080007 PFIZER S.A. (BELGIUM) LU 

Fragmin 7.500 IU (Anti-
Xa)/0,75 ml 
Injektionslösung 

not available 1996040180 PFIZER S.A. (BELGIUM) LU 

Fragmin 25.000 IU (Anti-
Xa)/ml Injektionslösung 

not available 1997030217 PFIZER S.A. (BELGIUM) LU 

Fragmin 18.000 IU (Anti-
Xa)/0,72 ml 
Injektionslösung 

not available 1999030036 PFIZER S.A. (BELGIUM) LU 

Fragmin 2.500 IU (Anti-
Xa)/ml Injektionslösung 

not available 1998054569 PFIZER S.A. (BELGIUM) LU 

Fragmin 15.000 IU (Anti-
Xa)/0,6 ml 
Injektionslösung 

not available 1999030035 PFIZER S.A. (BELGIUM) LU 

Fragmin 2.500 IU (Anti-
Xa)/0,2 ml 
Injektionslösung 

not available 1998054568 PFIZER S.A. (BELGIUM) LU 

Fragmin 10.000 IU (Anti-
Xa)/0,4 ml 
Injektionslösung 

not available 1999030033 PFIZER S.A. (BELGIUM) LU 

Fragmin 5.000 IU (Anti-
Xa)/0,2 ml 
Injektionslösung 

not available 1998054570 PFIZER S.A. (BELGIUM) LU 

Fragmin 10.000 IU (Anti-
Xa)/ml Injektionslösung 

not available 1998054571 PFIZER S.A. (BELGIUM) LU 

Fragmin 25.000 IU (anti-
Xa)/ml solution 

not available 1997030217 PFIZER S.A. (BELGIUM) LU 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
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injectable 
Fragmin 18.000 IU (anti-
Xa)/0,72 ml solution 
injectable 

not available 1999030036 PFIZER S.A. (BELGIUM) LU 

Fragmin 12.500 IU (anti-
Xa)/0,5 ml solution 
injectable 

not available 1999030034 PFIZER S.A. (BELGIUM) LU 

Fragmin 15.000 IU (anti-
Xa)/0,6 ml solution 
injectable 

not available 1999030035 PFIZER S.A. (BELGIUM) LU 

Fragmin 10.000 IU (anti-
Xa)/ml solution 
injectable 

not available 1998054571 PFIZER S.A. (BELGIUM) LU 

Fragmin 2.500 IU (anti-
Xa)/ml solution 
injectable 

not available 1998054569 PFIZER S.A. (BELGIUM) LU 

Fragmin 10.000 IU (anti-
Xa)/0,4 ml solution 
injectable 

not available 1999030033 PFIZER S.A. (BELGIUM) LU 

Fragmin 2.500 IU (anti-
Xa)/0,2 ml solution 
injectable 

not available 1998054568 PFIZER S.A. (BELGIUM) LU 

Fragmin 7.500 IU (anti-
Xa)/0,3 ml solution 
injectable 

not available 1998080007 PFIZER S.A. (BELGIUM) LU 

Fragmin 7.500 IU (anti-
Xa)/0,75 ml solution 
injectable 

not available 1996040180 PFIZER S.A. (BELGIUM) LU 

Fragmin 5.000 IU (anti-
Xa)/0,2 ml solution 
injectable 

not available 1998054570 PFIZER S.A. (BELGIUM) LU 

FRAGMIN 12.500 UI/0,5 
ml, solución inyectable 
en jeringas precargadas. 

not available 62.156 PFIZER, S.L. ES 

FRAGMIN 2.500 UI/0,2 not available 58.536 PFIZER, S.L. ES 
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MRP/DCP 
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National Authorisation Number MAH of product in the 
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Member State where 
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ml, solución inyectable 
en jeringas precargadas. 
FRAGMIN 15.000 UI/0,6 
ml, solución inyectable 
en jeringas precargadas. 

not available 62.157 PFIZER, S.L. ES 

FRAGMIN 7.500 UI/0,3 
ml, solución inyectable 
en jeringas precargadas. 

not available 62.567 PFIZER, S.L. ES 

FRAGMIN 18.000 
UI/0,72 ml, solución 
inyectable en jeringas 
precargadas. 

not available 62.158 PFIZER, S.L. ES 

FRAGMIN 10.000 UI/ml, 
solución inyectable en 
ampollas. 

not available 61.523 PFIZER, S.L. ES 

FRAGMIN 5.000 UI/0,2 
ml, solución inyectable 
en jeringas precargadas. 

not available 58.537 PFIZER, S.L. ES 

FRAGMIN 10.000 UI/0,4 
ml, solución inyectable 
en jeringas precargadas. 

not available 62.155 PFIZER, S.L. ES 

Fragmin 12 500 IU anti-
Xa/ml injektionsvätska, 
lösning 

not available 9861 PFIZER OY FI 

Fragmin 25 000 IU anti-
Xa/ml injektionsvätska, 
lösning 

not available 9862 PFIZER OY FI 

Fragmin 10 000 IU anti-
Xa/ml injektionsvätska, 
lösning 

not available 10145 PFIZER OY FI 

Fragmin 2 500 IU anti-
Xa/ml injektionsvätska, 
lösning 

not available 9860 PFIZER OY FI 

Fragmin 2 500 IU anti-
Xa/ml injektioneste, liuos 

not available 9860 PFIZER OY FI 
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authorisation country) 
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Authorisation 
number 

National Authorisation Number MAH of product in the 
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Member State where 
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Fragmin 10 000 IU anti-
Xa/ml injektioneste, liuos 

not available 10145 PFIZER OY FI 

Fragmin 12 500 IU anti-
Xa/ml injektioneste, liuos 

not available 9861 PFIZER OY FI 

Fragmin 25 000 IU anti-
Xa/ml injektioneste, liuos 

not available 9862 PFIZER OY FI 

FRAGMIN not available 78544/13/3-2-2014 PFIZER HELLAS, A.E. GR 
FRAGMIN not available 78545/13/3-2-2014 PFIZER HELLAS, A.E. GR 
FRAGMIN not available 78543/13/3-2-2014 PFIZER HELLAS, A.E. GR 
Fragmin 2500 U.I./0,2 
ml solução injetável 

not available 2060283 LABORATÓRIOS PFIZER, 
LDA. 

PT 

Fragmin 5000 U.I./0,2 
ml solução injetável 

not available 2059889 LABORATÓRIOS PFIZER, 
LDA. 

PT 

Fragmin 7500 U.I./0,3 
ml solução injetável 

not available 3281789 LABORATÓRIOS PFIZER, 
LDA. 

PT 

Fragmin 2500 U.I./0,2 
ml solução injetável 

not available 3059581 LABORATÓRIOS PFIZER, 
LDA. 

PT 

Fragmin 5000 U.I./0,2 
ml solução injetável 

not available 3059680 LABORATÓRIOS PFIZER, 
LDA. 

PT 

Fragmin 12500 U.I./0,5 
ml solução injetável 

not available 3135589 LABORATÓRIOS PFIZER, 
LDA. 

PT 

FRAGMIN 7500 UI/0,3 ml 
soluţie injectabilă 

not available 7363/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 5000 UI/0,2 ml 
soluţie injectabilă 

not available 7362/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 2500 UI/0,2 ml 
soluţie injectabilă 

not available 7361/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 5000 UI/0,2 ml 
soluţie injectabilă 

not available 7362/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 7500 UI/0,3 ml 
soluţie injectabilă 

not available 7363/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 15000 UI/0,6 
ml soluţie injectabilă 

not available 7367/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 18000 UI/0,72 not available 7368/2015/02 PFIZER EUROPE MA EEIG RO 
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National Authorisation Number MAH of product in the 
member state 

Member State where 
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ml soluţie injectabilă 
FRAGMIN 12500 UI/0,5 
ml soluţie injectabilă 

not available 7366/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 10000 UI/0,4 
ml soluţie injectabilă 

not available 7364/2015/02 PFIZER EUROPE MA EEIG RO 

FRAGMIN 12500 UI/0,5 
ml soluţie injectabilă 

not available 7366/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 18000 UI/0,72 
ml soluţie injectabilă 

not available 7368/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 15000 UI/0,6 
ml soluţie injectabilă 

not available 7367/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 25000 UI/ml 
soluţie injectabilă 

not available 7369/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 2500 UI/0,2 ml 
soluţie injectabilă 

not available 7361/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMIN 10000 UI/0,4 
ml soluţie injectabilă 

not available 7364/2015/01 PFIZER EUROPE MA EEIG RO 

FRAGMINE 2 500 U.l. 
anti Xa/0,2 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 330 109 6 6 PFIZER HOLDING FRANCE FR 

FRAGMINE 10 000 U.l. 
anti Xa/1 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 337 308 4 0 PFIZER HOLDING FRANCE FR 

FRAGMINE 10 000 U.l. 
anti Xa/1 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 342 130 5 2 PFIZER HOLDING FRANCE FR 

FRAGMINE 7 500 U.l. 
anti Xa/0,75 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 337 307 8 9 PFIZER HOLDING FRANCE FR 

FRAGMINE 5 000 U.l. 
anti Xa/0,2 ml, solution 

not available 34009 335 298 1 9 PFIZER HOLDING FRANCE FR 
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National Authorisation Number MAH of product in the 
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injectable en seringue 
pré-remplie 
FRAGMINE 5 000 U.l. 
anti Xa/0,2 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 330 107 3 7 PFIZER HOLDING FRANCE FR 

FRAGMINE 7 500 U.l. 
anti Xa/0,75 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 337 306 1 1 PFIZER HOLDING FRANCE FR 

FRAGMINE 7 500 U.l. 
anti Xa/0,75 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 342 129 7 0 PFIZER HOLDING FRANCE FR 

FRAGMINE 10 000 U.l. 
anti Xa/1 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 337 309 0 1 PFIZER HOLDING FRANCE FR 

FRAGMINE 5 000 U.l. 
anti Xa/0,2 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 556 085 0 9 PFIZER HOLDING FRANCE FR 

FRAGMINE 15 000 U.I. 
anti-Xa/0,6 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 397 434 6 2 PFIZER HOLDING FRANCE FR 

FRAGMINE 7 500 U.I. 
anti-Xa/0,3 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 397 430 0 4 PFIZER HOLDING FRANCE FR 

FRAGMINE 18 000 U.I. 
anti-Xa/0,72 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 397 435 2 3 PFIZER HOLDING FRANCE FR 

FRAGMINE 10 000 U.I. not available 34009 492 501 9 6 PFIZER HOLDING FRANCE FR 
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anti-Xa/0,4 ml, solution 
injectable en seringue 
pré-remplie 
FRAGMINE 12 500 U.I. 
anti-Xa/0,5 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 397 432 3 3 PFIZER HOLDING FRANCE FR 

FRAGMINE 2 500 U.l. 
anti Xa/0,2 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 556 084 4 8 PFIZER HOLDING FRANCE FR 

FRAGMINE 2 500 U.l. 
anti Xa/0,2 ml, solution 
injectable en seringue 
pré-remplie 

not available 34009 335 301 2 9 PFIZER HOLDING FRANCE FR 

Fragmin® 10000 IE/1 ml 
- Ampullen 

not available 1-18732 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 2500 IE - 
Fertigspritzen 

not available 1-18731 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 15000 IE – 
Fertigspritzen 

not available 1-26357 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 18000 IE – 
Fertigspritzen 

not available 1-26358 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 5000 IE - 
Fertigspritzen 

not available 1-18733 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 12500 IE – 
Fertigspritzen 

not available 1-26356 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 7500 IE - 
Fertigspritzen 

not available 1-26354 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 

AT 
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M.B.H. 
Fragmin® 10000 IE – 
Fertigspritzen 

not available 1-26355 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 25000 IE/1 ml 
- Durchstichflasche 

not available 1-22340 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

Fragmin® 10000 IE/4 ml 
- Stechampullen 

not available 1-18734 PFIZER CORPORATION 
AUSTRIA GESELLSCHAFT 
M.B.H. 

AT 

FRAGMIN 2 500 j.m. 
anty-Xa/0,2 ml, roztwór 
do wstrzykiwań 

not available 7764 PFIZER EUROPE MA EEIG PL 

FRAGMIN 10 000 j.m. 
anty-Xa/0,4 ml, roztwór 
do wstrzykiwań 

not available 9588 PFIZER EUROPE MA EEIG PL 

FRAGMIN 5 000 j.m. 
anty-Xa/0,2 ml, roztwór 
do wstrzykiwań 

not available 7765 PFIZER EUROPE MA EEIG PL 

FRAGMIN 7 500 j.m. 
anty-Xa/0,3 ml, roztwór 
do wstrzykiwań 

not available 9494 PFIZER EUROPE MA EEIG PL 

FRAGMIN 12 500 j.m. 
anty-Xa/0,5 ml, roztwór 
do wstrzykiwań 

not available 9495 PFIZER EUROPE MA EEIG PL 

FRAGMIN 15 000 j.m. 
anty-Xa/0,6 ml, roztwór 
do wstrzykiwań 

not available 9496 PFIZER EUROPE MA EEIG PL 

FRAGMIN 18 000 j.m. 
anty-Xa/0,72 ml, roztwór 
do wstrzykiwań 

not available 9497 PFIZER EUROPE MA EEIG PL 

Fragmin 2.500 i.e./0,2 
ml raztopina za 
injiciranje 

not available H/98/00657/001 PFIZER LUXEMBOURG SARL SI 

Fragmin 10.000 i.e./ml not available H/98/00657/005 PFIZER LUXEMBOURG SARL SI 
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raztopina za injiciranje 
Fragmin 5.000 i.e./0,2 
ml raztopina za 
injiciranje 

not available H/98/00657/002 PFIZER LUXEMBOURG SARL SI 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available IS/1/15/078/01 PFIZER APS IS 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu með 
nálarvörn 

not available IS/1/15/082/01 PFIZER APS IS 

Fragmin 12.500 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu með 
nálarvörn 

not available IS/1/15/075/01 PFIZER APS IS 

Fragmin 10.000 and-Xa 
IU/ml stungulyf, lausn í 
lykju 

not available 910081 PFIZER APS IS 

Fragmin 2.500 and-Xa 
IU/ml stungulyf, lausn í 
hettuglasi 

not available 910080 PFIZER APS IS 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn 
með rotvörn, í 
hettuglasi. 

not available 950136 PFIZER APS IS 

Fragmin 12.500 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available 910078 PFIZER APS IS 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available IS/1/15/079/01 PFIZER APS IS 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available IS/1/15/077/01 PFIZER APS IS 

Fragmin 25.000 and-Xa not available IS/1/15/081/01 PFIZER APS IS 
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IU/ml stungulyf, lausn í 
áfylltri sprautu 
Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available IS/1/15/080/01 PFIZER APS IS 

Fragmin 25.000 and-Xa 
IU/ml stungulyf, lausn í 
áfylltri sprautu 

not available IS/1/15/076/01 PFIZER APS IS 

 


