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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Clinoleic 20% infuzni not available 76/187/01 - C BAXTER CZECH SPOL. S R.O. Ccz

emulze

ClinOleic 20% Emulsion FR/H/0115/001 BE233265 BAXTER SA BE

zur Infusion

ClinOleic 20% Emulsion FR/H/0115/001 BE233274 BAXTER SA BE

zur Infusion

ClinOleic 20% Emulsion FR/H/0115/001 BE233283 BAXTER SA BE

zur Infusion

ClinOleic 20% Emulsion FR/H/0115/001 BE233292 BAXTER SA BE

zur Infusion

ClinOleic 20% Emulsion FR/H/0115/001 BE233301 BAXTER SA BE

zur Infusion

Clinoleic 20 % - Emulsion FR/H/0115/001 1-22360 BAXTER HEALTHCARE GMBH AT

zur Infusion

Clinoleic 200 mg/ml FR/H/0115/001 12906 BAXTER OY FI

infuusioneste, emulsio

ClinOleic 20 %, Emulsion FR/H/0115/001 41266.00.00 BAXTER DEUTSCHLAND GMBH | DE

zur Infusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Clinoleic, infusionsveeske, | FR/H/0115/001 18963 BAXTER A/S DK

emulsion

CLINOLEIC 20%, FR/H/0115/001 033443060 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443072 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443084 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443096 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443108 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443110 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443122 BAXTER S.P.A. IT

Emulsione per infusione

CLINOLEIC 20%, FR/H/0115/001 033443134 BAXTER S.P.A. IT

Emulsione per infusione
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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

CLINOLEIC 20%, FR/H/0115/001 033443146 BAXTER S.P.A. IT
Emulsione per infusione

ClinOleic 20%, émulsion FR/H/0115/001 0389181 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389194 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389213 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389227 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389231 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389244 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389258 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 0389261 BAXTER SA LU

pour perfusion
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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

ClinOleic 20%, émulsion FR/H/0115/001 0389275 BAXTER SA LU
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 BE233265 BAXTER SA BE
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 BE233274 BAXTER SA BE
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 BE233283 BAXTER SA BE
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 BE233292 BAXTER SA BE
pour perfusion

ClinOleic 20%, émulsion FR/H/0115/001 BE233301 BAXTER SA BE
pour perfusion

ClinOleic 20%, emulsie FR/H/0115/001 BE233265 BAXTER SA BE
voor infusie

ClinOleic 20%, emulsie FR/H/0115/001 BE233274 BAXTER SA BE
voor infusie

ClinOleic 20%, emulsie FR/H/0115/001 BE233283 BAXTER SA BE

voor infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ClinOleic 20%, emulsie FR/H/0115/001 BE233292 BAXTER SA BE

voor infusie

ClinOleic 20%, emulsie FR/H/0115/001 BE233301 BAXTER SA BE

voor infusie

CLINOLEIC 20 %, FR/H/0115/001 34009 358 592 35 BAXTER SAS FR

émulsion pour perfusion

CLINOLEIC 20 %, FR/H/0115/001 34009 358 594 6 4 BAXTER SAS FR

émulsion pour perfusion

CLINOLEIC 20 %, FR/H/0115/001 34009 358 59525 BAXTER SAS FR

émulsion pour perfusion

CLINOLEIC 20 %, FR/H/0115/001 34009 358 596 9 3 BAXTER SAS FR

émulsion pour perfusion

CLINOLEIC 20 %, FR/H/0115/001 34009 358 597 54 BAXTER SAS FR

émulsion pour perfusion

Clinoleic 20% emulsidn FR/H/0115/001 61.977 BAXTER, S.L. ES

para perfusion

ClinOleic 20%, emulsao FR/H/0115/001 3788080 BAXTER MEDICO- PT

para perfusdo

FARMACEUTICA, LDA.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ClinOleic 20%, emulsao FR/H/0115/001 4461281 BAXTER MEDICO- PT

para perfusdo FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 4461980 BAXTER MEDICO- PT

para perfusao FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 3788189 BAXTER MEDICO- PT

para perfusédo FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 4461489 BAXTER MEDICO- PT

para perfusao FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 3788288 BAXTER MEDICO- PT

para perfusao FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 3788387 BAXTER MEDICO- PT

para perfusédo FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 4461588 BAXTER MEDICO- PT

para perfusao FARMACEUTICA, LDA.

ClinOleic 20%, emulsao FR/H/0115/001 3788486 BAXTER MEDICO- PT

para perfusédo FARMACEUTICA, LDA.

Clinoleic 200 mg/ml FR/H/0115/001 13707 BAXTER MEDICAL AB SE

infusionsvatska, emulsion

List of nationally authorised medicinal products

EMA/32337/2022

Page 7/26




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Clinoleic 200 mg/ml FR/H/0115/001 12906 BAXTER QY FI

infusionsvatska, emulsion

ClinOleic 20 %, emulsie not available RVG 16863 BAXTER B.V. NL

voor infusie

Optilipid 200 mg/ml SE/H/0558/001 21832 FRESENIUS KABI AB SE

infusionsvatska, emulsion

SMOFlipid 200 mg/ml, SE/H/0558/001 037135011 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135023 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135035 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135047 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135050 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135062 FRESENIUS KABI ITALIA IT

emulsione per infusione.

S.R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml, SE/H/0558/001 037135136 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135148 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135151 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135163 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135175 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135187 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135199 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135201 FRESENIUS KABI ITALIA IT

emulsione per infusione. S.R.L.

SMOFlipid 200 mg/ml, SE/H/0558/001 037135213 FRESENIUS KABI ITALIA IT

emulsione per infusione.

S.R.L.
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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

SMOFlipid 200 g/1000 ml not available 6105/2014/01 FRESENIUS KABI AB RO
emulsie perfuzabila

SMOFlipid 200 g/1000 ml not available 6105/2014/02 FRESENIUS KABI AB RO
emulsie perfuzabila

SMOFlipid 200 g/1000 ml not available 6105/2014/03 FRESENIUS KABI AB RO
emulsie perfuzabila

Lipidem, 200 mg/ml, SE/H/422/002 22274 B.BRAUN MELSUNGEN AG PL
emulsja do infuzji

Lipidem, 200 mg/ml SE/H/422/002 849614 B.BRAUN MELSUNGEN AG EE
infusiooniemulsioon

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 923 50 B.BRAUN MELSUNGEN AG FR
émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366924 11 B.BRAUN MELSUNGEN AG FR
émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 9206 0 B.BRAUN MELSUNGEN AG FR
émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 919 8 8 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
LIPIDEM 200 mg/ml, SE/H/422/002 34009 366921 2 1 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 922 99 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 3669301 2 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 929 3 0 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 9258 9 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 926 4 0 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 3669270 1 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

LIPIDEM 200 mg/ml, SE/H/422/002 34009 366 928 7 9 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

Lipidem 200 mg/ml SE/H/422/002 PL 03551/0099 B.BRAUN MELSUNGEN AG XI

emulsion for infusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Lipidem, infusionsvaeske, SE/H/422/002 36823 B.BRAUN MELSUNGEN AG DK

emulsion

Lipidem 200 mg/ml SE/H/422/002 04-2786 B.BRAUN MELSUNGEN AG NO

infusjonsvaeske, emulsjon

LIPIDEM 200 mg/ml, SE/H/422/002 34009 36691810 B.BRAUN MELSUNGEN AG FR

émulsion pour perfusion

Lipidem 200 mg/ml, SE/H/0422/002 036735013 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem 200 mg/ml, SE/H/0422/002 036735025 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem 200 mg/ml, SE/H/0422/002 036735037 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem 200 mg/ml, SE/H/0422/002 036735049 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem 200 mg/ml, SE/H/0422/002 036735052 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem 200 mg/ml, SE/H/422/002 036735064 B.BRAUN MELSUNGEN AG IT

emulsione per infusione
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Lipidem 200 mg/ml, SE/H/0422/002 036735076 B.BRAUN MELSUNGEN AG IT

emulsione per infusione

Lipidem Emulsion zur SE/H/422/002 1-25807 B.BRAUN MELSUNGEN AG AT

Infusion

Lipidem Emulsion zur SE/H/422/002 60101.01.00 B.BRAUN MELSUNGEN AG DE

Infusion

Lipidem Emulsion zur SE/H/0422/002 0667/05020002 B. BRAUN MELSUNGEN AG LU

Infusion ART 57

Lipoplus 20% infuzna SE/H/422/002 76/0269/04-S B.BRAUN MELSUNGEN AG SK

emulzia

Lipoplus 20% infuzni SE/H/422/002 76/199/04-C B.BRAUN MELSUNGEN AG Ccz

emulze

Lipoplus 200 mg/ml SE/H/422/002 5234380 B.BRAUN MELSUNGEN AG PT

emulsdo para perfusao

Lipoplus 200 mg/ml SE/H/422/002 5234083 B.BRAUN MELSUNGEN AG PT

emulsdo para perfusao

Lipoplus 200 mg/ml SE/H/422/002 5234489 B.BRAUN MELSUNGEN AG PT

emulsao para perfusao
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Lipoplus 200 mg/ml SE/H/422/002 5234281 B.BRAUN MELSUNGEN AG PT

emulsdo para perfusao

Lipoplus 200 mg/ml SE/H/422/002 5234588 B.BRAUN MELSUNGEN AG PT

emulsao para perfusao

Lipoplus 200 mg/ml SE/H/422/002 5234182 B.BRAUN MELSUNGEN AG PT

emulsdo para perfusao

Lipoplus 200 mg/ml SE/H/422/002 5234687 B.BRAUN MELSUNGEN AG PT

emulsdo para perfusao

Lipoplus 20% SE/H/422/002 66.708 B.BRAUN MELSUNGEN AG ES

Lipoplus 200 mg/ml SE/H/422/002 18516 B.BRAUN MELSUNGEN AG SE

infusionsvatska, emulsion

Lipoplus 200 mg/ml SE/H/422/002 19646 B.BRAUN MELSUNGEN AG FI

infuusioneste, emulsio

Lipoplus 200 mg/ml, SE/H/422/002 RVG 31376 B.BRAUN MELSUNGEN AG NL

emulsie voor infusie

Lipoplus 200 mg/ml SE/H/422/002 19646 B.BRAUN MELSUNGEN AG FI

infusionsvatska, emulsion
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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

ClinOleic infusjonsvaeske,
emulsjon 200 mg/ml
(20 %)

not available

99-4800

BAXTER MEDICAL AB

NO

SMOFlipid infuzni emulze SE/H/0421/001 76/123/05-C FRESENIUS KABI AB Ccz
SMOFlipid, SE/H/0421/001 36479 FRESENIUS KABI AB DK
infusionsvaeske, emulsion

SMOFlipid 200 mg/ml SE/H/0421/001 19351 FRESENIUS KABI AB FI

infuusioneste, emulsio

SMOFlipid 200 mg/ml SE/H/0421/001 1S/1/04/027/01 FRESENIUS KABI AB IS

innrennslislyf, fleyti.

SMOFlipid, 200 mg/ml, SE/H/0421/001 11377 FRESENIUS KABI AB PL
emulsja do infuzji

SMOFlipid inflzna emulzia | SE/H/0421/001 76/0070/05-S FRESENIUS KABI AB SK
SMOFlipid 20% emulsija SE/H/0421/001 05-0116 FRESENIUS KABI AB LV
infGzijam

SMOFlipid 20 % infuziné SE/H/0421/001 LT/1/05/0194/001 FRESENIUS KABI AB LT

emulsija
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml SE/H/0421/001 66.581 FRESENIUS KABI AB ES

emulsion para perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/01 FRESENIUS KABI AB HU

emulzids infazioé

SMOFlipid 200 mg/ml SE/H/0421/001 18854 FRESENIUS KABI AB SE

infusionsvatska, emulsion

SMOFlipid, 20% SE/H/0421/001 468905 FRESENIUS KABI AB EE

infusiooniemulsioon

SMOFlipid 200 mg/ml SE/H/0421/001 1-25645 FRESENIUS KABI AUSTRIA AT

Emulsion zur Infusion GMBH

SMOFlipid 200 mg/ml SE/H/0421/001 0452/0510069 FRESENIUS KABI LU

Emulsion zur Infusion DEUTSCHLAND GMBH

SMOFlipid 200 mg/ml SE/H/0421/001 60028.00.00 FRESENIUS KABI DE

Emulsion zur Infusion DEUTSCHLAND GMBH

SMOFlipid 200 mg/ml SE/H/0421/001 48238/8-7-2010 FRESENIUS KABI HELLAS A.E. | GR

YaAdkTwMa yia €yxuon.

SMOFlipid 200 mg/ml SE/H/0421/001 20184 FRESENIUS KABI HELLAS A.E. | CY

YOAGKTWMA Yia €yxuon
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml SE/H/0421/001 PL 08828/0166 FRESENIUS KABI LIMITED XI

emulsion for infusion

SMOFlipid 200 mg/ml SE/H/0421/001 PA 2059/062/001 FRESENIUS KABI 1E

emulsion for infusion DEUTSCHLAND GMBH

SMOFlipid 200 mg/ml, SE/H/0421/001 RVG 30787 FRESENIUS KABI NEDERLAND | NL

emulsie voor infusie B.V.

SMOFlipid 200 mg/ml SE/H/0421/001 04-2640 FRESENIUS KABI NORGE AS NO

infusjonsvaeske, emulsjon

SMOflipid 200 mg/ml, SE/H/0421/001 BE270751 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOflipid 200 mg/ml, SE/H/0421/001 BE270767 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOflipid 200 mg/ml, SE/H/0421/001 BE270776 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOFlipid 200 mg/ml SE/H/0421/001 BE270751 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE270767 FRESENIUS KABI NV/SA BE

émulsion pour perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml SE/H/0421/001 BE270776 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE270751 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE270767 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE270776 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOFlipid 200 mg/ml, SE/H/0421/001 5171889 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5171681 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5171780 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml SE/H/0421/001 PA 2059/062/002 FRESENIUS KABI IE

emulsion for infusion DEUTSCHLAND GMBH

SMOFlipid 20 % infuziné SE/H/0421/001 LT/1/05/0194/002 FRESENIUS KABI AB LT

emulsija
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 20 % infuziné SE/H/0421/001 LT/1/05/0194/003 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/004 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/005 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/006 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/007 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/008 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/009 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/010 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/011 FRESENIUS KABI AB LT

emulsija
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 20 % infuzine SE/H/0421/001 LT/1/05/0194/012 FRESENIUS KABI AB LT

emulsija

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/03 FRESENIUS KABI AB HU

emulzids infazid

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/05 FRESENIUS KABI AB HU

emulzids inflzid

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/001 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/003 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/002 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/007 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/008 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/009 MEDIAS INTERNATIONAL SI

emulzija za infundiranje

D.O.O.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml, SE/H/0421/001 5691878 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5691902 FRESENIUS KABI PHARMA PT

emulsao para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5691910 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5691928 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5691936 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5691944 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/013 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/016 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/017 MEDIAS INTERNATIONAL SI

emulzija za infundiranje

D.O.O.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/014 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.O.O.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/018 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/015 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/08 FRESENIUS KABI AB HU

emulzids infuzid

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/09 FRESENIUS KABI AB HU

emulzids infuzid

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/07 FRESENIUS KABI AB HU

emulzids infuzid

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/10 FRESENIUS KABI AB HU

emulzids infuzid

SMOFlipid 200 mg/ml SE/H/0421/001 BE 484933 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE 484942 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
SMOFlipid 200 mg/ml SE/H/0421/001 BE 484951 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOflipid 200 mg/ml, SE/H/0421/001 BE484933 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOflipid 200 mg/ml, SE/H/0421/001 BE484942 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOflipid 200 mg/ml, SE/H/0421/001 BE484951 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOFlipid 200 mg/ml SE/H/0421/001 BE484933 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE484942 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 BE484951 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/019 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 OGYI-T-10109/11 FRESENIUS KABI AB HU

emulzios infuzioé
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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SMOFlipid 200 mg/ml, SE/H/0421/001 BE539386 FRESENIUS KABI NV/SA BE

Emulsion zur Infusion

SMOFlipid 200 mg/ml, SE/H/0421/001 BE539386 FRESENIUS KABI NV/SA BE

émulsion pour perfusion

SMOflipid 200 mg/ml, SE/H/0421/001 BE539386 FRESENIUS KABI NV/SA BE

emulsie voor infusie

SMOFlipid 20 % infuziné SE/H/0421/001 LT/1/05/0194/013 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20% infuzine SE/H/0421/001 LT/1/05/0194/015 FRESENIUS KABI AB LT

emulsija

SMOFlipid 20% infuzine SE/H/0421/001 LT/1/05/0194/014 FRESENIUS KABI AB LT

emulsija

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/021 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml SE/H/0421/001 H/05/01433/020 MEDIAS INTERNATIONAL SI

emulzija za infundiranje D.0.0.

SMOFlipid 200 mg/ml, SE/H/0421/001 5761317 FRESENIUS KABI PHARMA PT

emulsao para perfusao

PORTUGAL, LDA.

List of nationally authorised medicinal products

EMA/32337/2022

Page 24/26




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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SMOFlipid 200 mg/ml, SE/H/0421/001 5769633 FRESENIUS KABI PHARMA PT

emulsdo para perfusao PORTUGAL, LDA.

SMOFlipid 200 mg/ml, SE/H/0421/001 5769625 FRESENIUS KABI PHARMA PT

emulsao para perfusao PORTUGAL, LDA.

ClinOleic 20% not available PL0116/0313 BAXTER HEALTHCARE LTD. XI

Kombilipid 200 mg/ml SE/H/0557/001 21831 FRESENIUS KABI AB SE

infusionsvatska, emulsion

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 376 001 3 2 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 376 707 3 9 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 376 70500 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 376 000 7 1 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 376 706 7 8 FRESENIUS KABI FRANCE FR

émulsion pour perfusion

S.AS.
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SMOFlipid 200 mg/ml, SE/H/0557/001 34009 37599900 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 30038123 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 30038130 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 300 38147 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 30038154 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 30038161 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 30038178 FRESENIUS KABI FRANCE FR

émulsion pour perfusion S.A.S.

SMOFlipid 200 mg/ml, SE/H/0557/001 34009 301 51525 FRESENIUS KABI FRANCE FR

émulsion pour perfusion

S.AS.
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