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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

Syntroxine 13 DE/H/2580/001 OGYI-T-21944/01 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 13 DE/H/2580/001 OGYI-T-21944/02 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 13 DE/H/2580/001 OGYI-T-21944/03 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 25 DE/H/2580/002 OGYI-T-21944/04 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 25 DE/H/2580/002 OGYI-T-21944/05 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 25 DE/H/2580/002 OGYI-T-21944/06 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 88 DE/H/2580/005 OGYI-T-21944/13 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 88 DE/H/2580/005 OGYI-T-21944/14 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 88 DE/H/2580/005 OGYI-T-21944/15 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 112 DE/H/2580/007 OGYI-T-21944/19 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula
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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

Syntroxine 112 DE/H/2580/007 OGYI1-T-21944/20 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 112 DE/H/2580/007 OGYI-T-21944/21 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 137 DE/H/2580/009 OGYI-T-21944/25 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 137 DE/H/2580/009 OGYI-T-21944/26 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 137 DE/H/2580/009 OGYI-T-21944/27 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 200 DE/H/2580/012 OGYI-T-21944/34 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 200 DE/H/2580/012 OGYI-T-21944/35 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

Syntroxine 200 DE/H/2580/012 OGYI-T-21944/36 IBSA FARMACEUTICI ITALIA HU
mikrogramm lagy
kapszula

TICHE 13 microgrammi not available 042508010 IBSA FARMACEUTICI ITALIA IT
capsule molli
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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

TICHE 13 microgrammi not available 042508022 IBSA FARMACEUTICI ITALIA IT

capsule molli

TICHE 13 microgrammi not available 042508034 IBSA FARMACEUTICI ITALIA IT

capsule molli

TICHE 88 microgrammi not available 042508147 IBSA FARMACEUTICI ITALIA IT
capsule molli
TICHE 88 microgrammi not available 042508150 IBSA FARMACEUTICI ITALIA IT
capsule molli
TICHE 112 microgrammi not available 042508198 IBSA FARMACEUTICI ITALIA IT

capsule molli

TICHE 112 microgrammi not available 042508212 IBSA FARMACEUTICI ITALIA IT
capsule molli
TICHE 137 microgrammi not available 042508251 IBSA FARMACEUTICI ITALIA IT

capsule molli

TICHE 137 microgrammi not available 042508263 IBSA FARMACEUTICI ITALIA IT
capsule molli

TICHE 137 microgrammi not available 042508275 IBSA FARMACEUTICI ITALIA IT
capsule molli
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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
Tirosint 100 microgrammi | not available 034368062 IBSA FARMACEUTICI ITALIA IT

/ml gocce orali, soluzione

Tirosint 25 not available 034368074 IBSA FARMACEUTICI ITALIA IT
microgrammi/1 ml
soluzione orale

Tirosint 50 not available 034368086 IBSA FARMACEUTICI ITALIA IT
microgrammi/1 ml
soluzione orale

Tirosint 75 not available 034368098 IBSA FARMACEUTICI ITALIA IT
microgrammi/1 ml
soluzione orale

Tirosint 100 not available 034368100 IBSA FARMACEUTICI ITALIA IT
microgrammi/1 ml
soluzione orale

Tirosint 13 ug DE/H/2580/001 56/0267/11-S IBSA FARMACEUTICI ITALIA SK
Tirosint 88 pg makké DE/H/2580/005 56/0271/11-S IBSA FARMACEUTICI ITALIA SK
kapsuly

Tirosint 112 pg DE/H/2580/007 56/0273/11-S IBSA FARMACEUTICI ITALIA SK
Tirosint 137 ug DE/H/2580/009 56/0275/11-S IBSA FARMACEUTICI ITALIA SK
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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

Syntroxine 13
microgrammi capsule
molli

DE/H/2580

041528011

BRACCO SPA

IT

Syntroxine 25
microgrammi capsule
molli

DE/H/2580

041528047

BRACCO SPA

Syntroxine 50
microgrammi capsule
molli

DE/H/2580

041528074

BRACCO SPA

Syntroxine 75
microgrammi capsule
molli

DE/H/2580

041528100

BRACCO SPA

Syntroxine 88
microgrammi capsule
molli

DE/H/2580

041528136

BRACCO SPA

Syntroxine 100
microgrammi capsule
molli

DE/H/2580

041528163

BRACCO SPA

Syntroxine 112
microgrammi capsule
molli

DE/H/2580

041528199

BRACCO SPA

Syntroxine 125
microgrammi capsule
molli

DE/H/2580

041528225

BRACCO SPA

Syntroxine 13
Mikrogramm
Weichkapseln

DE/H/2580/001

1-30382

IBSA FARMACEUTICI ITALIA

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

Syntroxine 13
microgrammi capsule
molli

DE/H/2580/001

041528023

BRACCO SPA

IT

Syntroxine 13
microgrammi capsule
molli

DE/H/2580/001

041528035

BRACCO SPA

Syntroxine 25
microgrammi capsule
molli

DE/H/2580/002

041528050

BRACCO SPA

Syntroxine 25
microgrammi capsule
molli

DE/H/2580/002

041528062

BRACCO SPA

Syntroxine 50
microgrammi capsule
molli

DE/H/2580/003

041528086

BRACCO SPA

Syntroxine 50
microgrammi capsule
molli

DE/H/2580/003

041528098

BRACCO SPA

Syntroxine 75
microgrammi capsule
molli

DE/H/2580/004

041528124

BRACCO SPA

Syntroxine 88
microgrammi capsule
molli

DE/H/2580/005

041528148

BRACCO SPA

Syntroxine 88
microgrammi capsule
molli

DE/H/2580/005

041528151

BRACCO SPA
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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

Syntroxine 100
microgrammi capsule
molli

DE/H/2580/006

041528175

BRACCO SPA

IT

Syntroxine 100
microgrammi capsule
molli

DE/H/2580/006

041528187

BRACCO SPA

Syntroxine 112
microgrammi capsule
molli

DE/H/2580/007

041528201

BRACCO SPA

Syntroxine 112
microgrammi capsule
molli

DE/H/2580/007

041528213

BRACCO SPA

Syntroxine 125
microgrammi capsule
molli

DE/H/2580/008

041528237

BRACCO SPA

Syntroxine 125
microgrammi capsule
molli

DE/H/2580/008

041528249

BRACCO SPA

Syntroxine 137
microgrammi capsule
molli

DE/H/2580/009

041528252

BRACCO SPA

Syntroxine 137
microgrammi capsule
molli

DE/H/2580/009

041528264

BRACCO SPA

Syntroxine 137
microgrammi capsule
molli

DE/H/2580/009

041528276

BRACCO SPA
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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

Syntroxine 150
microgrammi capsule
molli

DE/H/2580/010

041528288

BRACCO SPA

IT

Syntroxine 150
microgrammi capsule
molli

DE/H/2580/010

041528290

BRACCO SPA

Syntroxine 150
microgrammi capsule
molli

DE/H/2580/010

041528302

BRACCO SPA

Syntroxine 175
microgrammi capsule
molli

DE/H/2580/011

041528314

BRACCO SPA

Syntroxine 175
microgrammi capsule
molli

DE/H/2580/011

041528326

BRACCO SPA

Syntroxine 175
microgrammi capsule
molli

DE/H/2580/011

041528338

BRACCO SPA

Syntroxine 200
microgrammi capsule
molli

DE/H/2580/012

041528340

BRACCO SPA

Syntroxine 200
microgrammi capsule
molli

DE/H/2580/012

041528353

BRACCO SPA

Syntroxine 200
microgrammi capsule
molli

DE/H/2580/012

041528365

BRACCO SPA
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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

Syntroxine 75 DE/H/2580/004 041528112 BRACCO SPA IT

microgrammi capsule

molli

Syntroxine 13 DE/H/2580/001 56/388/11-C IBSA FARMACEUTICI ITALIA Ccz

mikrogramt mékké

tobolky

Syntroxine 25 DE/H/2580/002 56/389/11-C IBSA FARMACEUTICI ITALIA Ccz

mikrogramt mékké

tobolky

Syntroxine 88 DE/H/2580/005 56/392/11-C IBSA FARMACEUTICI ITALIA Ccz

mikrogramt mékké

tobolky

Syntroxine 112 DE/H/2580/007 56/394/11-C IBSA FARMACEUTICI ITALIA Ccz

mikrogramt mékké

tobolky

Syntroxine 137 DE/H/2580/009 56/396/11-C IBSA FARMACEUTICI ITALIA cz

mikrogramt mékké

tobolky

Syntroxine 200 DE/H/2580/012 56/399/11-C IBSA FARMACEUTICI ITALIA cz

mikrogramt mékké

tobolky

Tirosint DE/H/2580/001 46370 IBSA FARMACEUTICI ITALIA DK

Tirosint; blade kapsler DE/H/2580/005 46374 IBSA FARMACEUTICI ITALIA DK
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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

Tirosint; blgde kapsler DE/H/2580/007 46376 IBSA FARMACEUTICI ITALIA DK

Tirosint; blgde kapsler DE/H/2580/009 46378 IBSA FARMACEUTICI ITALIA DK

Tirosint 13 Mikrogramm DE/H/2580/001 79650.00.00 IBSA FARMACEUTICI ITALIA DE

Weichkapseln

Tirosint 13 microgram DE/H/2580/001 RVG 106848 IBSA FARMACEUTICI ITALIA NL
zachte capsules

L-Thyroxin Berlin-Chemie | not available 06-0014 BERLIN-CHEMIE AG LV
75 mikrogramu tabletes

L-Thyroxin Berlin-Chemie | not available 06-0015 BERLIN-CHEMIE AG LV
125 mikrogramu tabletes

Letrox 75 mikrogramm not available OGYI-T-7546/05 BERLIN-CHEMIE AG HU
tabletta
Letrox 75 mikrogramm not available OGYI-T-7546/04 BERLIN-CHEMIE AG HU
tabletta
Letrox 75 mikrogramm not available OGYI-T-7546/06 BERLIN-CHEMIE AG HU
tabletta
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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

LETROX 125 not available 21736 BERLIN-CHEMIE AG PL

mikrogramoéw; 125

mikrogramoéw (ug),

tabletki

Berlthyrox® 150 ug 150 not available 51838.01.00 BERLIN-CHEMIE AG DE

Mikrogramm, Tabletten

Levothyroxine Teva 50 DE/H/2631/002 PA 0749/143/002 TEVA PHARMA B.V. IE

microgram Tablets

Levothyroxine Teva 25 DE/H/2631/001 PA 0749/143/001 TEVA PHARMA B.V. IE

microgram Tablets

TesaTupokc 100 DE/H/2631/004 11-23776 TEVA PHARMACEUTICALS BG

MUKporpama Tabnertku BULGARIA EOOD

TesaTupokc 50 DE/H/2631/002 11-23775 TEVA PHARMACEUTICALS BG

MUKporpaMa Tabnertkm BULGARIA EOOD

Wolarex, 75 DE/H/2631/003 21029 TEVA PHARMACEUTICALS PL

mikrogramoéw, tabletki POLSKA SP. Z O.0.

Levotiroxina Teva 50 DE/H/2631/002 040619367 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619734 TEVA ITALIA S.R.L. IT

microgrammi compresse

List of nationally authorised medicinal products

EMA/646404/2016

Page 12/108




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

Levothyroxine Teva 100 DE/H/2631/004 PA 0749/143/003 TEVA PHARMA B.V. IE

microgram Tablets

Levotiroxina Teva 100 DE/H/2631/004 040619746 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619470 TEVA ITALIA S.R.L. IT

microgrammi compresse

Wolarex, 50 DE/H/2631/002 21028 TEVA PHARMACEUTICALS PL

mikrogramow, tabletki POLSKA SP. Z O.O.

Levotiroxina Teva 50 DE/H/2631/002 040619227 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619316/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619114 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619660 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040620015 TEVA ITALIA S.R.L. IT

microgrammi compresse
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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

Levotiroxina Teva 125 DE/H/2631/005 040619936 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619557 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619239 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619520 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620496 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 D/H/2631/001 040619049 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620534 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620546 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619443 TEVA ITALIA S.R.L. IT

microgrammi compresse
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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

Levotiroxina Teva 125 DE/H/2631/005 040619874 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619999/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619292 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina sodica Teva DE/H/2631/002 77.044 TEVA PHARMA S.L.U ES

75 microgramos

comprimidos EFG

Levotiroxina Teva 75 DE/H/2631/003 040619544/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619948 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619532 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620662 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619355 TEVA ITALIA S.R.L. IT

microgrammi compresse
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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

Levotiroxina Teva 100 DE/H/2631/004 040619847 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619862 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620597 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619379 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619595 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619241 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619088 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina sodica Teva DE/H/2631/003 77.045 TEVA PHARMA S.L.U ES

100 microgramos

comprimidos EFG

Levotiroxina Teva 50 DE/H/2631/002 040619429 TEVA ITALIA S.R.L. IT

microgrammi compresse

List of nationally authorised medicinal products

EMA/646404/2016

Page 16/108




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

Levotiroxina Teva 25 DE/H/2631/001 040619191 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619823 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619280 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620573 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619710 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619951/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/002 RVG 108554 TEVA NEDERLAND B.V. NL

Teva 50 microgram,

tabletten

Levotiroxina Teva 200 DE/H/2631/008 040620623 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/003 RVG 108555 TEVA NEDERLAND B.V. NL

Teva 75 microgram,
tabletten
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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

Levotiroxina Teva 50 DE/H/2631/002 040619304 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/007 RVG 108559 TEVA NEDERLAND B.V. NL

Teva 175 microgram,

tabletten

Levotiroxina Teva 200 DE/H/2631/008 040620510 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/004 RVG 108556 TEVA NEDERLAND B.V. NL

Teva 100 microgram,

tabletten

Levotiroxina Sédica Teva | DE/H/2631/002 77.048 TEVA PHARMA S.L.U ES

50 microgramos

comprimidos EFG

Levotiroxina Teva 200 DE/H/2631/008 040620698 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620674 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/005 RVG 108557 TEVA NEDERLAND B.V. NL

Teva 125 microgram,

tabletten

Levotiroxina Teva 200 DE/H/2631/008 040620609 TEVA ITALIA S.R.L. IT

microgrammi compresse
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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

Levotiroxina Teva 100 DE/H/2631/004 040619761 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619468/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619518 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina sodica Teva DE/H/2631/006 77.047 TEVA PHARMA S.L.U ES

150 microgramos

comprimidos EFG

Levotiroxina Teva 100 DE/H/2631/004 040619708 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/006 RVG 108558 TEVA NEDERLAND B.V. NL

Teva 150 microgram,

tabletten

Levotiroxina Teva 125 DE/H/2631/005 040619850/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxinenatrium DE/H/2631/008 RVG 108560 TEVA NEDERLAND B.V. NL

Teva 200 microgram,

tabletten

Levotiroxina Teva 125 DE/H/2631/005 040619924 TEVA ITALIA S.R.L. IT

microgrammi compresse
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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

Levotiroxina Teva 50 DE/H/2631/002 040619393 TEVA ITALIA S.R.L. IT

microgrammi compresse

Dicitirox 50 mikrogramov | DE/H/2631/002 H/14/00465/025 TEVA PHARMA B.V. S

tablete

Levotiroxina Teva 100 DE/H/2631/004 040619797 TEVA ITALIA S.R.L. IT

microgrammi compresse

L-Thyroxin-Na-CT 100 DE/H/2631/004 79490.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 175 DE/H/2631/007 79493.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 125 DE/H/2631/005 79491.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 150 DE/H/2631/006 79492.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 25 DE/H/2631/001 79487.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

Levotiroxina Teva 25 DE/H/2631/001 040619013/M TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 100 DE/H/2631/004 040619645/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619773 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619886 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619621 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619126 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619963 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619052 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619900 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619076 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 100 DE/H/2631/004 040619759 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619898/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619102 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619215 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619672/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619785 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619607 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619417 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619177 TEVA ITALIA S.R.L. IT

microgrammi compresse

List of nationally authorised medicinal products

EMA/646404/2016

Page 22/108




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
Levotiroxina Teva 25 DE/H/2631/001 040619165 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 125 DE/H/2631/005 040619912 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 25 DE/H/2631/001 040619090 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 125 DE/H/2631/005 040620054 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 200 DE/H/2631/008 040620508 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 75 DE/H/2631/003 040619583 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 50 DE/H/2631/002 040619381 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 125 DE/H/2631/05 040620041 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 50 DE/H/2631/002 040619328 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 200 DE/H/2631/008 040620522 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040620039 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620635/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040620066 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619696/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619684 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619203 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619456 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619330 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 75 DE/H/2631/003 040619633 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619569 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620611 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Sédica Teva | DE/H/2631/005 77046 TEVA PHARMA S.L.U ES

125 microgramos

comprimidos EFG

Levotiroxina Teva 200 DE/H/2631/008 040620647 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619494 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619254 TEVA ITALIA S.R.L. IT

microgrammi compresse

Dicitirox 25 mikrogramov | DE/H/2631/001 H/14/00465/001 TEVA PHARMA B.V. S

tablete

Levotiroxina Teva 25 DE/H/2631/001 040619138 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 75 DE/H/2631/003 040619482 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 50 DE/H/2631/002 040619266 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 200 DE/H/2631/008 040620686 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 50 DE/H/2631/002 040619342 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 50 DE/H/2631/002 040619278 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 100 DE/H/2631/004 040619809 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 25 DE/H/2631/001 040619140 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 75 DE/H/2631/003 040619506 TEVA ITALIA S.R.L. IT
microgrammi compresse
Levotiroxina Teva 200 DE/H/2631/008 040620650 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 25 DE/H/2631/001 040619189 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 75 DE/H/2631/003 040619571/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Dicitirox 100 DE/H/2631/004 H/14/00465/047 TEVA PHARMA B.V. Sl

mikrogramov tablete

Levotiroxina Teva 100 DE/H/2631/004 040619811 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620585 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620561 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619061/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619835 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619975 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 75 DE/H/2631/003 040619431 TEVA ITALIA S.R.L. IT

microgrammi compresse

L-Thyroxin-Na-CT 75 DE/H/2631/003 79489.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 50 DE/H/2631/002 79488.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na-CT 200 DE/H/2631/008 79494.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

Levotiroxina Teva 125 DE/H/2631/005 040620027 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 125 DE/H/2631/005 040619987 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 50 DE/H/2631/002 040619405 TEVA ITALIA S.R.L. IT

microgrammi compresse

Dicitirox 150 DE/H/2631/004 H/14/00465/070 TEVA PHARMA B.V. Sl

mikrogramov tablete

Levotiroxina Teva 25 DE/H/2631/001 040619153 TEVA ITALIA S.R.L. IT

microgrammi compresse
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Levotiroxina Teva 25 DE/H/2631/001 040619025 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619722/M TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 200 DE/H/2631/008 040620559 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 100 DE/H/2631/004 040619658 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levotiroxina Teva 25 DE/H/2631/001 040619037 TEVA ITALIA S.R.L. IT

microgrammi compresse

Dicitirox 50 mikrogramov | DE/H/2631/002 H/14/00465/024 TEVA PHARMA B.V. Sl

tablete

Levothyroxinenatrium DE/H/2631/001 RVG 108536 TEVA NEDERLAND B.V. NL

Teva 25 microgram,

tabletten

Levotiroxina soédica DE/H/2631/001 5552138 RATIOPHARM-COMERCIO E PT

Ratiopharm 25 INDUSTRIA DE PRODUTOS

microgramas FARMACEUTICOS LDA

comprimidos

Levotiroxina sédica DE/H/2631/007 5552211 RATIOPHARM-COMERCIO E PT

Ratiopharm 175
microgramas
comprimidos

INDUSTRIA DE PRODUTOS
FARMACEUTICOS LDA
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authorisation country) | Authorisation member state product is authorised
number
Levotiroxina sddica DE/H/2631/003 5552161 RATIOPHARM-COMERCIO E PT
Ratiopharm 75 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sodica DE/H/2631/005 5552203 RATIOPHARM-COMERCIO E PT
Ratiopharm 125 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sddica DE/H/2631/001 5552146 RATIOPHARM-COMERCIO E PT
Ratiopharm 25 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sodica DE/H/2631/006 5591276 RATIOPHARM-COMERCIO E PT
Ratiopharm 150 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sddica DE/H/2631/004 5552179 RATIOPHARM-COMERCIO E PT
Ratiopharm 100 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sodica DE/H/2631/002 5552153 RATIOPHARM-COMERCIO E PT
Ratiopharm 50 INDUSTRIA DE PRODUTOS
microgramas FARMACEUTICOS LDA
comprimidos
Levotiroxina sddica DE/H/2631/008 5552229 RATIOPHARM-COMERCIO E PT

Ratiopharm 200
microgramas
comprimidos

INDUSTRIA DE PRODUTOS
FARMACEUTICOS LDA
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L-Thyroxin Aristo® 25 not available 5189.00.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
L-Thyroxin Aristo® 50 not available 5189.01.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
L-Thyroxin Aristo® 75 not available 5189.04.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
L-Thyroxin Aristo® 100 not available 5189.02.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
L-Thyroxin Aristo® 125 not available 5189.05.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
L-Thyroxin Aristo 150 not available 5189.03.00 ARISTO PHARMA GMBH (ART | DE
Mikrogramm Tabletten 57)
AKY-TUPOKC 25 RO/H/0138/001 20140047 GALENICA SA BG
Mukporpama/5 ml
nepopaneH pa3TBop
AKY-TUPOKC 50 RO/H/0138/002 20140048 GALENICA SA BG
Mukporpama/5 ml
nepopasneH pa3TBop
AKY-TUPOKC 100 RO/H/0138/003 20140049 GALENICA SA BG

Mukporpama/5 ml
nepopaneH pasTBop

List of nationally authorised medicinal products

EMA/646404/2016

Page 31/108




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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ACCU-THYROX 25 RO/H/0138/001 4191 GALENICA SA GR

MiKpoypapuapia/5 mi

Nnoaoiyo AilaAupa

ACCU-THYROX 50 RO/H/0138/002 4192 GALENICA SA GR

MIKpoypapuapia/5 mi

MNoaoiyo AilaAupa

ACCU-THYROX 100 RO/H/0138/003 4193 GALENICA SA GR

Mikpoypappapia/5 mi

MNoaoiyo AilaAupa

ACCU-THYROX 25 RO/H/0138/001 6825/2014/01 GALENICA SA RO

micrograme/5 ml solutie

orala

ACCU-THYROX 50 RO/H/0138/002 6826/2014/01 GALENICA SA RO

micrograme/5 ml solutie

orala

ACCU-THYROX 100 RO/H/0138/003 6827/2014/01 GALENICA SA RO

micrograme/5 ml solutie

orala

Dexnén 100 microgramos | not available 39.795 KERN PHARMA, S.L. ES

comprimidos

L-Thyroxin-Na- DE/H/3687/001 88343.00.00 RATIOPHARM GMBH DE

ratiopharm 88

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3687/003 88345.00.00 RATIOPHARM GMBH DE

ratiopharm 137
Mikrogramm Tabletten
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L-Thyroxin-Na- DE/H/3687/002 88344.00.00 RATIOPHARM GMBH DE

ratiopharm 112

Mikrogramm Tabletten

Levothyroxinenatrium DE/H/3687/003 RVG 112763 TEVA NEDERLAND B.V. NL

Teva 0,137 milligram,

tabletten

Levothyroxinenatrium DE/H/3687/001 RVG 112761 TEVA NEDERLAND B.V. NL

Teva 0,088 milligram,

tabletten

Levothyroxinenatrium DE/H/3687/002 RVG 112762 TEVA NEDERLAND B.V. NL

Teva 0,112 milligram,

tabletten

ELTROXIN, 100 not available R/0017 ASPEN PHARMA TRADING PL

MIKROGRAMOW, LIMITED

TABLETKI

Eltroxin 100 microgram, not available RVG 08452 ASPEN PHARMA TRADING NL

tabletten LIMITED

THEVIER® 100 not available 6080298.01.00 ASPEN PHARMA TRADING DE

MIKROGRAMM LIMITED

TABLETTEN

THEVIER® 50 not available 6080298.00.00 ASPEN PHARMA TRADING DE

MIKROGRAMM LIMITED

TABLETTEN

Eltroxin 50 mcg tablety not available 56/504/10-C ASPEN PHARMA TRADING Ccz

LIMITED
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Eltroxin 50 mikrogramow, | not available R/0016 ASPEN PHARMA TRADING PL

tabletki LIMITED

Eltroxin 100 mcg tablety not available 56/125/79-C ASPEN PHARMA TRADING Ccz
LIMITED

Eltroxin 100 mikrogramy | not available LT/1/94/1379/001 ASPEN PHARMA TRADING LT

tabletes LIMITED

Eltroxin not available 10066 ASPEN PHARMA TRADING DK
LIMITED

Eltroxin not available 00204 ASPEN PHARMA TRADING DK
LIMITED

Eltroxin 50 ug tablete not available 5363-1-666/13 ASPEN PHARMA TRADING Sl
LIMITED

Eltroxin 50 microgram, not available RVG 08451 ASPEN PHARMA TRADING NL

tabletten LIMITED

Letrox 125 mikrogramm not available OGYI-T-7546/07 BERLIN-CHEMIE AG HU

tabletta

Letrox 125 mikrogramm not available OGYI-T-7546/09 BERLIN-CHEMIE AG HU

tabletta
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Letrox 125 mikrogramm
tabletta

not available

OGYI-T-7546/08

BERLIN-CHEMIE AG

HU

Letrox 50 mikrograma
tablete

not available

HR-H-005894872-01

BERLIN-CHEMIE AG

HR

L-Thyroxin 100 Berlin-
Chemie 100
mikrogramov, tablety
levothyroxinum natricum
hydricum

not available

56/171/83-C/S

BERLIN-CHEMIE AG

SK

Thyroxin 25 mikrog
tabletti

not available

9712

ORION OYJ

FI

Thyroxin 100 mikrog
tabletter

not available

9711

ORION OYJ

FI

LEVOTIROXINA SANOFI
75 MICROGRAMOS
COMPRIMIDOS

DE/H/0310/003

77801

SANOFI-AVENTIS, S.A.

ES

LEVOTIROXINA SANOFI
150 MICROGRAMOS
COMPRIMIDOS

DE/H/0310/006

77804

SANOFI-AVENTIS, S.A.

ES

LEVOTIROXINA SANOFI
125 MICROGRAMOS
COMPRIMIDOS

DE/H/0310/005

77803

SANOFI-AVENTIS, S.A.

ES

LEVOTIROXINA SANOFI
100 MICROGRAMOS
COMPRIMIDOS

DE/H/0310/004

77802

SANOFI-AVENTIS, S.A.

ES
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LEVOTIROXINA SANOFI DE/H/0310/001 77799 SANOFI-AVENTIS, S.A. ES
25 MICROGRAMOS
COMPRIMIDOS
LEVOTIROXINA SANOFI DE/H/0310/007 77805 SANOFI-AVENTIS, S.A. ES
175 MICROGRAMOS
COMPRIMIDOS
Levotiroxina Sanofi 500 not available 77114 SANOFI-AVENTIS, S.A. ES
microgramos polvo y
disolvente para solucion
inyectable
LETTER 0.05 MG not available 5581517 SANOFI - PRODUTOS PT
COMPRIMIDOS FARMACEUTICOS LDA
LETTER 0.05 MG not available 5581509 SANOFI - PRODUTOS PT
COMPRIMIDOS FARMACEUTICOS LDA
L-THYROXIN HENNING not available 48613.00.00 SANOFI-AVENTIS DE
INJECT DEUTSCHLAND GMBH
L-Thyroxin Henning® not available 52213.04.00 SANOFI-AVENTIS DE
125 Klinik 125 DEUTSCHLAND GMBH
Mikrogramm, Tabletten
L-THYROXIN HENNING not available 52213.06.00 SANOFI-AVENTIS DE
175 KLINIK DEUTSCHLAND GMBH
L-Thyroxin Henning® not available 52213.05.00 SANOFI-AVENTIS DE

150 Klinik 150
Mikrogramm, Tabletten

DEUTSCHLAND GMBH
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L-THYROXIN HENNING not available 52213.07.00 SANOFI-AVENTIS DE
200 KLINIK DEUTSCHLAND GMBH

L-Thyroxin Henning® 75 not available 52213.02.00 SANOFI-AVENTIS DE
Klinik 75 Mikrogramm, DEUTSCHLAND GMBH

Tabletten

L-THYROXIN HENNING 50 | not available 52213.01.00 SANOFI-AVENTIS DE
KLINIK DEUTSCHLAND GMBH

L-THYROXIN HENNING 25 | not available 52213.00.00 SANOFI-AVENTIS DE
KLINIK DEUTSCHLAND GMBH

L-Thyroxin Henning® not available 6863528.01.00 SANOFI-AVENTIS DE
test 1 mg, Tabletten DEUTSCHLAND GMBH

L-Thyroxin Henning® not available 1451.03.00 SANOFI-AVENTIS DE
200 200 Mikrogramm, DEUTSCHLAND GMBH

Tabletten

L-Thyroxin Henning® not available 6295.02.00 SANOFI-AVENTIS DE
150 150 Mikrogramm, DEUTSCHLAND GMBH

Tabletten

L-Thyroxin Henning® 25 not available 1451.00.00 SANOFI-AVENTIS DE
25 Mikrogramm, DEUTSCHLAND GMBH

Tabletten

L-Thyroxin Henning® 75 not available 1451.01.00 SANOFI-AVENTIS DE

75 Mikrogramm,
Tabletten

DEUTSCHLAND GMBH
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LEVOTHROID 50 MCG not available 56307 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

LEVOTHROID 100 MCG not available 56306 SANOFI-AVENTIS, S.A. ES

COMPRIMIDOS

L-THYROXIN HENNING 75 | not available 1-20351 SANOFI-AVENTIS GMBH AT

uG TABLETTEN OSTERREICH

L-THYROXIN HENNING 25 | not available 1-20349 SANOFI-AVENTIS GMBH AT

uG TABLETTEN OSTERREICH

L-THYROXIN HENNING not available 17.704 SANOFI-AVENTIS GMBH AT

100 pG TABLETTEN OSTERREICH

L-THYROXIN HENNING 50 | not available 17.705 SANOFI-AVENTIS GMBH AT

uG TABLETTEN OSTERREICH

L-THYROXIN HENNING not available 1-20353 SANOFI-AVENTIS GMBH AT

125 pG TABLETTEN OSTERREICH

L-THYROXIN HENNING not available OGYI-T-1417/04 SANOFI-AVENTIS PRIVATE HU

100 MIKROGRAMM CO LTD

TABLETTA

L-THYROXIN HENNING 50 | not available OGYI-T-1417/02 SANOFI-AVENTIS PRIVATE HU

MIKROGRAMM TABLETTA

COLTD
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L-THYROXIN HENNING not available OGYI-T-1417/06 SANOFI-AVENTIS PRIVATE HU

100 MIKROGRAMM CO LTD

TABLETTA

L-THYROXIN HENNING 50 | not available OGYI-T-1417/01 SANOFI-AVENTIS PRIVATE HU

MIKROGRAMM TABLETTA CO LTD

L-THYROXIN HENNING 50 | not available OGYI-T-1417/03 SANOFI-AVENTIS PRIVATE HU

MIKROGRAMM TABLETTA CO LTD

L-THYROXIN HENNING not available OGYI-T-1417/05 SANOFI-AVENTIS PRIVATE HU

100 MIKROGRAMM CO LTD

TABLETTA

L-THYROXIN WINTHROP DE/H/0310/001 37499.00.00 WINTHROP ARZNEIMITTEL DE

25 pG, TABLETTEN GMBH

L-THYROXIN WINTHROP DE/H/0310/002 37499.01.00 WINTHROP ARZNEIMITTEL DE

50 puG, TABLETTEN GMBH

L-THYROXIN WINTHROP DE/H/0310/004 37499.03.00 WINTHROP ARZNEIMITTEL DE

100 pG, TABLETTEN GMBH

L-THYROXIN WINTHROP DE/H/0310/007 37499.06.00 WINTHROP ARZNEIMITTEL DE

175 pG, TABLETTEN GMBH

L-THYROXIN WINTHROP DE/H/0310/006 37499.05.00 WINTHROP ARZNEIMITTEL DE

150 puG, TABLETTEN

GMBH
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L-THYROXIN WINTHROP DE/H/0310/003 37499.02.00 WINTHROP ARZNEIMITTEL DE
75 pG, TABLETTEN GMBH
L-THYROXIN WINTHROP DE/H/0310/005 37499.04.00 WINTHROP ARZNEIMITTEL DE
125 pG, TABLETTEN GMBH
L-THYROXIN WINTHROP DE/H/0310/008 37499.07.00 WINTHROP ARZNEIMITTEL DE
200 pG, TABLETTEN GMBH
Letter 0,1 mg solucéo not available 9434126 SANOFI - PRODUTOS PT
oral FARMACEUTICOS LDA
Letter 0,1 mg solucéo not available 9434118 SANOFI - PRODUTOS PT
oral FARMACEUTICOS LDA
LEVOTHROID 500 UMG not available 57167 SANOFI-AVENTIS, S.A. ES
POLVO PARA SOLUCION
INYECTABLE IV
Berlthyrox® 125 ug not available 53051.02.00 BERLIN-CHEMIE AG DE
Tabletten
Berlthyrox® 75 ug not available 53051.01.00 BERLIN-CHEMIE AG DE
Tabletten
L-THYROXIN BERLIN- not available 505306 BERLIN-CHEMIE AG EE

CHEMIE, 125
mikrogrammi tabletid
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Letrox 100 mikrogramm not available OGYI-T-7546/12 BERLIN-CHEMIE AG HU
tabletta
Letrox 100 mikrogramm not available OGYI-T-7546/11 BERLIN-CHEMIE AG HU
tabletta
Letrox 100 mikrogramm not available OGYI-T-7546/10 BERLIN-CHEMIE AG HU
tabletta
Letrox 50 mikrogramm not available OGYI-T-7546/03 BERLIN-CHEMIE AG HU
tabletta
Letrox 50 mikrogramm not available OGYI-T-7546/02 BERLIN-CHEMIE AG HU
tabletta
Letrox 50 mikrogramm not available OGYI-T-7546/01 BERLIN-CHEMIE AG HU
tabletta
Berlthyrox® 50 pg not available 53051.00.00 BERLIN-CHEMIE AG DE
Tabletten
L-Thyroxin Berlin-Chemie | not available 06-0016 BERLIN-CHEMIE AG LV
150 mikrogramu tabletes
L-Thyroxin 150 Berlin- not available 56/0490/07-S BERLIN-CHEMIE AG SK

Chemie 150
mikrogramov, tablety
levothyroxinum natricum
hydricum
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Eltroxin 50 microgram not available PA0701/001/001 MERCURY PHARMA GROUP IE
Tablets LTD
Levothyroxine not available AA 822/00101 MERCURY PHARMA MT
50micrograms Tablets (GENERICS) LTD.
Berlthyrox® 100 pg 100 not available 51838.00.00 BERLIN-CHEMIE AG DE
Mikrogramm, Tabletten
Thyrofix, tabletter NL/H/3039/001 53119 UNI-PHARMA KLEON TSETIS DK
PHARMACEUTICAL
LABORATORIES S.A.
Thyrofix, tabletter NL/H/3039/002 53120 UNI-PHARMA KLEON TSETIS DK
PHARMACEUTICAL
LABORATORIES S.A.
Thyrofix, tabletter NL/H/3039/003 53121 UNI-PHARMA KLEON TSETIS DK
PHARMACEUTICAL
LABORATORIES S.A.
Thyrofix, tabletter NL/H/3039/004 53122 UNI-PHARMA KLEON TSETIS DK
PHARMACEUTICAL
LABORATORIES S.A.
Thyrofix 25 microgram NL/H/3039/001 RVG 114258 UNI-PHARMA KLEON TSETIS NL
tabletten PHARMACEUTICAL
LABORATORIES S.A.
Thyrofix 50 microgram NL/H/3039/002 RVG 114259 UNI-PHARMA KLEON TSETIS NL

tabletten

PHARMACEUTICAL
LABORATORIES S.A.
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Thyrofix 75 microgram NL/H/3039/003 RVG 114260 UNI-PHARMA KLEON TSETIS NL
tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 100 microgram NL/H/3039/004 RVG 114261 UNI-PHARMA KLEON TSETIS NL
tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 25 Mikrogramm NL/H/3039/001 90877.00.00 UNI-PHARMA KLEON TSETIS DE
Tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 50 Mikrogramm NL/H/3039/002 90878.00.00 UNI-PHARMA KLEON TSETIS DE
Tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 75 Mikrogramm NL/H/3039/003 90879.00.00 UNI-PHARMA KLEON TSETIS DE
Tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 100 Mikrogramm | NL/H/3039/004 90880.00.00 UNI-PHARMA KLEON TSETIS DE
Tabletten PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 25 microgramos | NL/H/3039/001 79790 UNI-PHARMA KLEON TSETIS ES
comprimidos PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 50 microgramos | NL/H/3039/002 79801 UNI-PHARMA KLEON TSETIS ES
comprimidos PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix 75 microgramos | NL/H/3039/003 79802 UNI-PHARMA KLEON TSETIS ES
comprimidos PHARMACEUTICAL

LABORATORIES S.A.

List of nationally authorised medicinal products
EMA/646404/2016 Page 43/108




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

Thyrofix 100 NL/H/3039/004 79803 UNI-PHARMA KLEON TSETIS ES

microgramos PHARMACEUTICAL

comprimidos LABORATORIES S.A.

Thyrofix 25 microgramas | NL/H/3039/001 5645536 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 25 microgramas | NL/H/3039/001 5645544 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 25 microgramas | NL/H/3039/001 5645551 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 25 microgramas | NL/H/3039/001 5645569 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 50 microgramas | NL/H/3039/002 5645635 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 50 microgramas | NL/H/3039/002 5645643 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 50 microgramas | NL/H/3039/002 5645650 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 50 microgramas | NL/H/3039/002 5645668 UNI-PHARMA KLEON TSETIS PT

comprimidos

PHARMACEUTICAL
LABORATORIES S.A.
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Thyrofix 75 microgramas | NL/H/3039/003 5645577 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 75 microgramas | NL/H/3039/003 5645601 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 75 microgramas | NL/H/3039/003 5645619 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 75 microgramas | NL/H/3039/003 5645627 UNI-PHARMA KLEON TSETIS PT

comprimidos PHARMACEUTICAL
LABORATORIES S.A.

Thyrofix 100 NL/H/3039/004 5645676 UNI-PHARMA KLEON TSETIS PT

microgramas PHARMACEUTICAL

comprimidos LABORATORIES S.A.

Thyrofix 100 NL/H/3039/004 5645700 UNI-PHARMA KLEON TSETIS PT

microgramas PHARMACEUTICAL

comprimidos LABORATORIES S.A.

Thyrofix 100 NL/H/3039/004 5645718 UNI-PHARMA KLEON TSETIS PT

microgramas PHARMACEUTICAL

comprimidos LABORATORIES S.A.

Thyrofix 100 NL/H/3039/004 5645726 UNI-PHARMA KLEON TSETIS PT

microgramas PHARMACEUTICAL

comprimidos LABORATORIES S.A.

Thyrofix Aiokia 25ug NL/H/3039/001 022240 UNI-PHARMA KLEON TSETIS CY

PHARMACEUTICAL
LABORATORIES S.A.
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Thyrofix Aiokia 50ug NL/H/3039/002 022241 UNI-PHARMA KLEON TSETIS CcY

PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix Aiokia 75ug NL/H/3039/003 022242 UNI-PHARMA KLEON TSETIS cYy

PHARMACEUTICAL

LABORATORIES S.A.
Thyrofix Aiokia 100ug NL/H/3039/004 022243 UNI-PHARMA KLEON TSETIS cYy

PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20912/01.03.2016 IOULIA AND IRENE TSETI GR
12 mcg (pg)/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 50042/15/01.03.2016 IOULIA AND IRENE TSETI GR
25 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 59236/15/01.03.2016 IOULIA AND IRENE TSETI GR
50 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20913/01.03.2016 IOULIA AND IRENE TSETI GR
62 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20885/01.03.2016 IOULIA AND IRENE TSETI GR
75 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20886/01.03.2016 IOULIA AND IRENE TSETI GR

88 mcg/tab

PHARMACEUTICAL
LABORATORIES S.A.
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MEDITHYROX® Tablets not available 20887/01.03.2016 IOULIA AND IRENE TSETI GR
100 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20888/01.03.2016 IOULIA AND IRENE TSETI GR
112 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20889/01.03.2016 IOULIA AND IRENE TSETI GR
125 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20890/01.03.2016 IOULIA AND IRENE TSETI GR
137 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20891/01.03.2016 IOULIA AND IRENE TSETI GR
150 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20892/01.03.2016 IOULIA AND IRENE TSETI GR
175 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
MEDITHYROX® Tablets not available 20911/01.03.2016 IOULIA AND IRENE TSETI GR
200 mcg/tab PHARMACEUTICAL

LABORATORIES S.A.
Eutirox 88 microgramas DE/H/0284/009 5564752 MERCK, S.A. PT
comprimidos
LEVOTHYROX 100 not available 12631 MERCK SANTE S.A.S. FR

microgrammes,
comprimé sécable

List of nationally authorised medicinal products

EMA/646404/2016

Page 47/108




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

Eutirox 112 microgramas | DE/H/0284/010 5564760 MERCK, S.A. PT
comprimidos

EUTIROX 100 not available 024402137 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 112 not available 024402176 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 125 not available 024402063 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 137 not available 024402188 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 150 not available 024402075 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 175 not available 024402149 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 200 not available 024402152 MERCK SERONO S.P.A. IT
microgrammi compresse

EUTIROX 25 not available 024402048 MERCK SERONO S.P.A. IT

microgrammi compresse
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EUTIROX 50 not available 024402125 MERCK SERONO S.P.A. IT
microgrammi compresse
EUTIROX 75 not available 024402051 MERCK SERONO S.P.A. IT
microgrammi compresse
EUTIROX 88 not available 024402164 MERCK SERONO S.P.A. IT
microgrammi compresse
Euthyrox 100 DE/H/0284/004 HR-H-049751832 MERCK D.O.O HR
mikrograma tablete
Euthyrox 112 DE/H/0284/010 HR-H-853297728 MERCK D.O.O HR
mikrograma tablete
Euthyrox 125 DE/H/0284/005 HR-H-261403751 MERCK D.O.O HR
mikrograma tablete
Euthyrox 150 DE/H/0284/006 HR-H-628995193 MERCK D.O.O HR
mikrograma tablete
Euthyrox 25 mikrograma DE/H/0284/001 HR-H-531410473 MERCK D.O.O HR
tablete
Euthyrox 50 mikrograma | DE/H/0284/002 HR-H-867485518 MERCK D.O.O HR

tablete
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Euthyrox 75 mikrograma | DE/H/0284/003 HR-H-012640690 MERCK D.O.O HR

tablete

Euthyrox 88 mikrograma | DE/H/0284/009 HR-H-303506536 MERCK D.O.O HR

tablete

EUTHYROX 200 not available BE 269376 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 175 not available BE 269385 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 150 not available BE 269394 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 125 not available BE 269403 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 100 not available BE 269412 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 75 not available BE 269367 MERCK N.V.-S.A. BE

microgrammes

comprimés

EUTHYROX 50 not available BE 269351 MERCK N.V.-S.A. BE

microgrammes
comprimés
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EUTHYROX 25 not available BE269342 MERCK N.V.-S.A. BE
microgrammes
comprimés
EUTHYROX 25 not available BE 269342 MERCK N.V.-S.A. BE
Mikrogramm Tabletten
Eytupokc 100 not available 11-13632 MERCK KGAA BG
MUKporpama TabneTkm
Eytupokc 125 not available 11-13633 MERCK KGAA BG
MUKporpama Tabnertku
EyTupokc 25 mukporpama | not available 11-13629 MERCK KGAA BG
TabneTtku
Eytupokc 50 Mukporpama | not available 11-13630 MERCK KGAA BG
TabneTtku
EyTupokc 75 mukporpama | not available 11-13631 MERCK KGAA BG
TabneTtkn
Euthyrox 100 pg tablets not available 19426 MERCK A.E. CY
Euthyrox 50 ug tablets not available 19425 MERCK A.E. CY
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EUTHYROX 100 not available 56/035/80-S/C MERCK KGAA cz
mikrogramu Tablety

Euthyrox 112 not available 56/461/11-C MERCK KGAA Ccz
mikrogramu Tablety

Euthyrox 125 not available 56/231/98-C MERCK KGAA Ccz
mikrogramt Tablety

Euthyrox 137 not available 56/462/11-C MERCK KGAA Ccz
mikrogramt Tablety

Euthyrox 150 not available 56/804/92-B/C MERCK KGAA Ccz
mikrogrami Tablety

Euthyrox 200 not available 56/463/11-C MERCK KGAA Ccz
mikrograml Tablety

Euthyrox 50 mikrogramu | not available 56/804/92-A/C MERCK KGAA Ccz
Tablety

Euthyrox 75 mikrogramu | not available 56/230/98-C MERCK KGAA Ccz
Tablety

Euthyrox 88 mikrogramu | not available 56/460/11-C MERCK KGAA Ccz

Tablety
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EUTHYROX 100 mg not available 7544/2015/01 MERCK KGAA RO
comprimate
EUTHYROX 150 mg not available 7545/2015/01 MERCK KGAA RO
comprimate
EUTHYROX 200 mg not available 7546/2015/01 MERCK KGAA RO
comprimate
EUTHYROX 25 mg not available 7542/2015/01 MERCK KGAA RO
comprimate
EUTHYROX 50 mg not available 7543/2015/01 MERCK KGAA RO
comprimate
Euthyrox 100 not available H/02/00594/003 MERCK D.O.O. S
mikrogramov tablete
Euthyrox 150 not available H/02/00594/004 MERCK D.O.O. S
mikrogramov tablete
Euthyrox 25 not available H/02/00594/001 MERCK D.O.O. S
mikrogramov tablete
Euthyrox 50 not available H/02/00594/002 MERCK D.O.O. S

mikrogramov tablete
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Euthyrox® 100 DE/H/0284/004 43050.03.00 MERCK SERONO GMBH DE

Mikrogramm Tabletten

Euthyrox® 112 DE/H/0284/010 67081.00.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 125 DE/H/0284/005 43050.04.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 137 DE/H/0284/011 67082.00.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 150 DE/H/0284/006 43050.05.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 175 DE/H/0284/007 43050.06.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 200 DE/H/0284/008 43050.07.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 25 DE/H/0284/001 43050.00.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten

Euthyrox® 50 DE/H/0284/002 43050.01.00 MERCK SERONO GMBH DE
Mikrogramm Tabletten
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Euthyrox® 75 DE/H/0284/003 43050.02.00 MERCK SERONO GMBH DE

Mikrogramm Tabletten

Euthyrox® 88 DE/H/0284/009 67080.00.00 MERCK SERONO GMBH DE

Mikrogramm Tabletten

Euthyrox 100 mikrogram, | DE/H/0284/004 32226 MERCK KGAA DK

tabletter

Euthyrox 125 mikrogram, | DE/H/0284/005 32227 MERCK KGAA DK

tabletter

Euthyrox 150 mikrogram, | DE/H/0284/006 32228 MERCK KGAA DK

tabletter

Euthyrox 175 mikrogram, | DE/H/0284/007 32229 MERCK KGAA DK

tabletter

Euthyrox 200 mikrogram, | DE/H/0284/008 32230 MERCK KGAA DK

tabletter

Euthyrox 25 mikrogram, DE/H/0284/001 32223 MERCK KGAA DK

tabletter

Euthyrox 50 mikrogram, DE/H/0284/002 32224 MERCK KGAA DK

tabletter
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Euthyrox 75 mikrogram, DE/H/0284/003 32225 MERCK KGAA DK
tabletter

Eutirox 100 microgramos | DE/H/0284/004 64.014 MERCK KGAA ES
comprimidos

Eutirox 112 microgramos | DE/H/0284/010 70.042 MERCK KGAA ES
comprimidos

Eutirox 125 microgramos | DE/H/0284/005 64.015 MERCK KGAA ES
comprimidos

Eutirox 137 microgramos | DE/H/0284/011 70.043 MERCK KGAA ES
comprimidos

Eutirox 150 microgramos | DE/H/0284/006 64.016 MERCK KGAA ES
comprimidos

EUTIROX 175 DE/H/0284/007 64017 MERCK KGAA ES
microgramos

comprimidos

Eutirox 200 microgramos | DE/H/0284/008 64.018 MERCK KGAA ES
comprimidos

Eutirox 25 microgramos DE/H/0284/001 64.011 MERCK KGAA ES

comprimidos
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Eutirox 50 microgramos DE/H/0284/002 64.012 MERCK KGAA ES
comprimidos

Eutirox 75 microgramos DE/H/0284/003 64013 MERCK KGAA ES
comprimidos

Eutirox 88 microgramos DE/H/0284/009 70.044 MERCK KGAA ES
comprimidos

Euthyrox diokia 100 DE/H/0284/004 14032/23-2-2012 MERCK KGAA GR
MIKpOypappapia

Euthyrox diokia 112 DE/H/0284/010 14038/23-2-2012 MERCK KGAA GR
Hikpoypappapia

Euthyrox Siokia 125 DE/H/0284/005 14033/23-2-2012 MERCK KGAA GR
MIKpOypappapia

Euthyrox diokia 137 DE/H/0284/011 14039/23-2-2012 MERCK KGAA GR
Hikpoypappapia

Euthyrox Siokia 150 DE/H/0284/006 14034/23-2-2012 MERCK KGAA GR
Hikpoypappapia

Euthyrox Siokia 175 DE/H/0284/007 14035/23-2-2012 MERCK KGAA GR

HIKpOypappapia
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Euthyrox Siokia 200 DE/H/0284/008 14036/23-2-2012 MERCK KGAA GR

HIKpOypappapia

Euthyrox diokia 25 DE/H/0284/001 14029/23-2-2012 MERCK KGAA GR

HIKpoypappapia

Euthyrox Siokia 50 DE/H/0284/002 14030/23-2-2012 MERCK KGAA GR

HIKpOypappapia

Euthyrox diokia 75 DE/H/0284/003 14031/23-2-2012 MERCK KGAA GR

MIKpOypappapia

Euthyrox diokia 88 DE/H/0284/009 14037/23-2-2012 MERCK KGAA GR

HIKpoypappapia

Euthyrox 100 not available OGYI-T-1936/03 MERCK KFT. HU

mikrogramm tabletta

Euthyrox 125 not available OGYI-T-1936/04 MERCK KFT. HU

mikrogramm tabletta

Euthyrox 150 not available OGYI-T-1936/05 MERCK KFT. HU

mikrogramm tabletta

Euthyrox 175 not available OGYI-T-1936/06 MERCK KFT. HU

mikrogramm tabletta
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Euthyrox 50 mikrogramm | not available OGYI-T-1936/01 MERCK KFT. HU
tabletta

Euthyrox 75 mikrogramm | not available OGYI-T-1936/02 MERCK KFT. HU
tabletta

Euthyrox 100 mikrég DE/H/0284/004 1S/1/01/012/04 MERCK KGAA IS
toflur

Euthyrox 125 mikrég DE/H/0284/005 1S/1/01/012/05 MERCK KGAA IS
toflur

Euthyrox 150 mikrég DE/H/0284/006 1S/1/01/012/06 MERCK KGAA IS
toflur

Euthyrox 175 mikrég DE/H/0284/007 1S/1/01/012/07 MERCK KGAA IS
toflur

Euthyrox 200 mikrég DE/H/0284/008 1S/1/01/012/08 MERCK KGAA IS
toflur

Euthyrox 25 mikrég toflur | DE/H/0284/001 1S/1/01/012/01 MERCK KGAA IS
Euthyrox 50 mikrég toflur | DE/H/0284/002 1S/1/01/012/02 MERCK KGAA IS
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Euthyrox 75 mikrég toflur | DE/H/0284/003 1S/1/01/012/03 MERCK KGAA IS
Euthyrox® 100 not available 1996073711 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 125 not available 1986060336 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 150 not available 1986080319 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 175 not available 2001070017 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 200 not available 1996073712 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 50 not available 1986089318 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox® 75 not available 1986060337 MERCK SERONO GMBH LU
Mikrogramm Tabletten
Euthyrox 100 mikrogrami | not available 96-0325 MERCK KGAA LV

tabletes
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Euthyrox 25 mikrogrami not available 10-0255 MERCK KGAA LV
tabletes

EUTHYROX 100, tabletten | not available RVG 09009 MERCK B.V. NL
100 microgram

EUTHYROX 112, tabletten | not available RVG 101393 MERCK B.V. NL
112 microgram

EUTHYROX 125, tabletten | not available RVG 15468 MERCK B.V. NL
125 microgram

EUTHYROX 137, tabletten | not available RVG 101394 MERCK B.V. NL
137 microgram

EUTHYROX 150, tabletten | not available RVG 11345 MERCK B.V. NL
150 microgram

EUTHYROX 175, tabletten | not available RVG 26173 MERCK B.V. NL
175 microgram

EUTHYROX 200, tabletten | not available RVG 26174 MERCK B.V. NL
200 microgram

EUTHYROX 25, tabletten not available RVG 11718 MERCK B.V. NL

25 microgram
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EUTHYROX 50, tabletten not available RVG 11344 MERCK B.V. NL
50 microgram
EUTHYROX 75, tabletten not available RVG 21494 MERCK B.V. NL
75 microgram
EUTHYROX 88, tabletten not available RVG 101391 MERCK B.V. NL
88 microgram
Euthyrox® 100 DE/H/0284/004 01-0523 MERCK KGAA NO
mikrogram tabletter
Euthyrox® 125 DE/H/0284/005 01-0524 MERCK KGAA NO
mikrogram tabletter
Euthyrox® 150 DE/H/0284/006 01-0525 MERCK KGAA NO
mikrogram tabletter
Euthyrox® 25 mikrogram | DE/H/0284/001 01-0520 MERCK KGAA NO
tabletter
Euthyrox® 50 mikrogram | DE/H/0284/002 01-0521 MERCK KGAA NO
tabletter
Euthyrox® 75 mikrogram | DE/H/0284/003 01-0522 MERCK KGAA NO

tabletter
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Euthyrox N 100, 100 not available 10514 MERCK KGAA PL
mikrogramow, tabletki
Euthyrox N 112 ug 112 not available 15703 MERCK KGAA PL
mikrogramoéw, tabletki
Euthyrox N 125, 125 not available 10515 MERCK KGAA PL
mikrogramow, tabletki
Euthyrox N 137 pg 137 not available 15704 MERCK KGAA PL
mikrogramow, tabletki
Euthyrox N 150, 150 not available 10516 MERCK KGAA PL
mikrogramoéw, tabletki
Euthyrox N 175, 175 not available 10517 MERCK KGAA PL
mikrogramow, tabletki
Euthyrox N 200, 200 not available 10518 MERCK KGAA PL
mikrogramoéw, tabletki
Euthyrox N 25, 25 not available 10511 MERCK KGAA PL
mikrogramoéw, tabletki
Euthyrox N 50, 50 not available 10512 MERCK KGAA PL

mikrogramow, tabletki
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Euthyrox N 75, 75 not available 10513 MERCK KGAA PL
mikrogramow, tabletki

Euthyrox N 88 ug, 88 not available 15702 MERCK KGAA PL
mikrogramoéw, tabletki

Eutirox 100 microgramas | DE/H/0284/004 3744182 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744588 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744687 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744984 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744380 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744281 MERCK, S.A. PT
comprimidos

Eutirox 100 microgramas | DE/H/0284/004 3744489 MERCK, S.A. PT

comprimidos

List of nationally authorised medicinal products

EMA/646404/2016

Page 64/108




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state
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Eutirox 100 microgramas | DE/H/0284/004 3744786 MERCK, S.A. PT
comprimidos
Eutirox 100 microgramas | DE/H/0284/004 3744885 MERCK, S.A. PT
comprimidos
Eutirox 112 microgramas | DE/H/0284/010 5047550 MERCK, S.A. PT
comprimidos
Eutirox 112 microgramas | DE/H/0284/010 5048913 MERCK, S.A. PT
comprimidos
Eutirox 112 microgramas | DE/H/0284/010 5047543 MERCK, S.A. PT
comprimidos
Eutirox 112 microgramas | DE/H/0284/010 5048921 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745783 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745684 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745882 MERCK, S.A. PT

comprimidos
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Eutirox 125 microgramas | DE/H/0284/005 3745585 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745189 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745080 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745486 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745387 MERCK, S.A. PT
comprimidos
Eutirox 125 microgramas | DE/H/0284/005 3745288 MERCK, S.A. PT
comprimidos
Eutirox 137 microgramas | DE/H/0284/011 5047576 MERCK, S.A. PT
comprimidos
Eutirox 137 microgramas | DE/H/0284/011 5048939 MERCK, S.A. PT
comprimidos
Eutirox 137 microgramas | DE/H/0284/011 5047568 MERCK, S.A. PT

comprimidos
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Eutirox 137 microgramas | DE/H/0284/011 5048947 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746286 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746583 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746682 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746385 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3745981 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746187 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746484 MERCK, S.A. PT
comprimidos
Eutirox 150 microgramas | DE/H/0284/006 3746088 MERCK, S.A. PT

comprimidos
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Eutirox 150 microgramas | DE/H/0284/006 3746781 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747185 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747086 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3746989 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747581 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747680 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3746880 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747284 MERCK, S.A. PT
comprimidos
Eutirox 175 microgramas | DE/H/0284/007 3747482 MERCK, S.A. PT

comprimidos
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Eutirox 175 microgramas | DE/H/0284/007 3747383 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748381 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748589 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3747987 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748480 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748282 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3747789 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748183 MERCK, S.A. PT
comprimidos
Eutirox 200 microgramas | DE/H/0284/008 3748084 MERCK, S.A. PT

comprimidos
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Eutirox 200 microgramas | DE/H/0284/008 3747888 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3735685 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3736089 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3736485 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3735883 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3736188 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3736386 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3735982 MERCK, S.A. PT
comprimidos
Eutirox 25 microgramas DE/H/0284/001 3735784 MERCK, S.A. PT

comprimidos
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Eutirox 25 microgramas DE/H/0284/001 3736287 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3743184 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742988 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742681 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742483 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3743085 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742582 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742384 MERCK, S.A. PT
comprimidos
Eutirox 50 microgramas DE/H/0284/002 3742780 MERCK, S.A. PT

comprimidos
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Eutirox 50 microgramas DE/H/0284/002 3742889 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743481 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743887 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743986 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3744083 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743580 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743382 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743788 MERCK, S.A. PT
comprimidos
Eutirox 75 microgramas DE/H/0284/003 3743689 MERCK, S.A. PT

comprimidos
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Eutirox 75 microgramas DE/H/0284/003 3743283 MERCK, S.A. PT
comprimidos
Eutirox 88 microgramas DE/H/0284/009 5047527 MERCK, S.A. PT
comprimidos
Eutirox 88 microgramas DE/H/0284/009 5048905 MERCK, S.A. PT
comprimidos
Eutirox 88 microgramas DE/H/0284/009 5047535 MERCK, S.A. PT
comprimidos
Eutirox 88 microgramas DE/H/0284/009 5048871 MERCK, S.A. PT
comprimidos
LEVOTHYROX 125 not available 23482 MERCK SANTE S.A.S. FR
microgrammes,
comprimé sécable
LEVOTHYROX 175 not available 23483 MERCK SANTE S.A.S. FR
microgrammes,
comprimé sécable
LEVOTHYROX 200 not available 23484 MERCK SANTE S.A.S. FR
microgrammes,
comprimé sécable
LEVOTHYROX 25 not available 06/10/1940 MERCK SANTE S.A.S. FR

microgrammes,
comprimé sécable
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LEVOTHYROX 50 not available 11910 MERCK SANTE S.A.S. FR

microgrammes,

comprimé sécable

LEVOTHYROX 75 not available 14891 MERCK SANTE S.A.S. FR

microgrammes,

comprimé sécable

Euthyrox 100 mikrogram | DE/H/0284/004 17015 MERCK KGAA SE

tabletter

Euthyrox 125 mikrogram | DE/H/0284/005 17016 MERCK KGAA SE

tabletter

Euthyrox 150 mikrogram | DE/H/0284/006 17017 MERCK KGAA SE

tabletter

Euthyrox 25 mikrogram DE/H/0284/001 17012 MERCK KGAA SE

tabletter

Euthyrox 50 mikrogram DE/H/0284/002 17013 MERCK KGAA SE

tabletter

Euthyrox 75 mikrogram DE/H/0284/003 17014 MERCK KGAA SE

tabletter

Euthyrox 100 pg not available 56/0804/92-C/S MERCK KGAA SK
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Euthyrox 112 ug not available 56/0863/10-S MERCK KGAA SK

Euthyrox 137 pg not available 56/0864/10-S MERCK KGAA SK

Euthyrox 88 ug not available 56/0862/10-S MERCK KGAA SK

Euthyrox® 100 DE/H/0284/004 1-24161 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten

Euthyrox® 112 DE/H/0284/010 1-27184 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten

Euthyrox® 137 DE/H/0284/011 1-27185 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten

Euthyrox® 150 DE/H/0284/006 1-24163 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten

Euthyrox® 175 DE/H/0284/007 1-24164 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten

Euthyrox® 200 DE/H/0284/008 1-24165 MERCK GESELLSCHAFT MBH | AT

Mikrogramm Tabletten
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Euthyrox® 25 DE/H/0284/001 1-24158 MERCK GESELLSCHAFT MBH AT

Mikrogramm Tabletten

Euthyrox® 50 DE/H/0284/002 1-24159 MERCK GESELLSCHAFT MBH | AT
Mikrogramm Tabletten

Euthyrox® 75 DE/H/0284/003 1-24160 MERCK GESELLSCHAFT MBH AT
Mikrogramm Tabletten

Euthyrox® 88 DE/H/0284/009 1-27183 MERCK GESELLSCHAFT MBH AT
Mikrogramm Tabletten

EUTHYROX 25 microgram | not available BE146133 MERCK N.V.-S.A. BE
tabletten
EUTHYROX 50 microgram | not available BE139361 MERCK N.V.-S.A. BE
tabletten
EUTHYROX 75 microgram | not available BE248717 MERCK N.V.-S.A. BE
tabletten
EUTHYROX 100 not available BE109855 MERCK N.V.-S.A. BE

microgram tabletten

EUTHYROX 125 not available BE191222 MERCK N.V.-S.A. BE
microgram tabletten
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EUTHYROX 150 not available BE139352 MERCK N.V.-S.A. BE

microgram tabletten

EUTHYROX 175 not available BE248726 MERCK N.V.-S.A. BE

microgram tabletten

EUTHYROX 200 not available BE146142 MERCK N.V.-S.A. BE

microgram tabletten

L-Thyroxin Berlin-Chemie | not available 96-0154 BERLIN-CHEMIE AG LV

100 mikrogramu tabletes

Thyrax 0,025 mg not available 8734012 ASPEN PHARMA TRADING PT

comprimidos LIMITED

Thyrax Duotab 0,150 mg | not available RVG 13683 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thyrax Duotab 0,025 mg | not available RVG 09334 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thyrax Duotab 0,100 mg | not available RVG 08389 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thyrax 0,025 mg not available 5465125 ASPEN PHARMA TRADING PT

comprimidos

LIMITED

List of nationally authorised medicinal products

EMA/646404/2016

Page 77/108




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
Thyrax 0,100 mg not available 8734020 ASPEN PHARMA TRADING PT
comprimidos LIMITED
L-TupokcmH 100 BepnunH- | not available 20010143 BERLIN-CHEMIE AG BG
Xemn 100 Mukporpama
TabneTtkn
L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/009 BERLIN-CHEMIE AG LT
75 mikrogramai tabletés
L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/007 BERLIN-CHEMIE AG LT
75 mikrogramai tabletés
L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/008 BERLIN-CHEMIE AG LT
75 mikrogramai tabletés
L-Thyroxin Sandoz 125 2171352 71352.00.00 HEXAL AG DE
Hg Tabletten
L-Thyroxin Sandoz 175 2171354 71354.00.00 HEXAL AG DE
Hg Tabletten
L-Thyroxin Sandoz 200 2171355 71355.00.00 HEXAL AG DE
Hg Tabletten
L-Thyroxin Sandoz 112 2171351 71351.00.00 HEXAL AG DE

Hg Tabletten
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L-Thyroxin Sandoz® 150 | 2171353 71353.00.00 HEXAL AG DE

Hg Tabletten

L-Thyrox® HEXAL® 25 2144652 44652.00.00 HEXAL AG DE

L-Thyrox® HEXAL® 75 2144654 44652.02.00 HEXAL AG DE

L-Thyrox® HEXAL® 88 2144655 44655.00.00 HEXAL AG DE

L-Thyrox® HEXAL® 100 2144656 44652.03.00 HEXAL AG DE

L-Thyrox® HEXAL® 112 2144657 44657.00.00 HEXAL AG DE

L-Thyrox® HEXAL® 125 2144658 44652.04.00 HEXAL AG DE

L-Thyrox® HEXAL® 150 2144659 44652.05.00 HEXAL AG DE

L-Thyrox® HEXAL® 200 2144661 44652.07.00 HEXAL AG DE
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L-Thyroxin 25 - 1 A 2171356 71356.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 75 - 1 A 2171358 71358.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 50 - 1 A 2171357 71357.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 100 - 1 A 2171360 71360.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 125 - 1 A 2171362 71362.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 175 - 1 A 2171364 71364.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 88 - 1 A 2171359 71359.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyroxin 112 - 1 A 2171361 71361.00.00 1 A PHARMA GMBH DE

Pharma

L-Thyrox® HEXAL® 50 2144653 44652.01.00 HEXAL AG DE
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L-Thyrox® HEXAL® 175 2144660 44652.06.00 HEXAL AG DE
L-Thyroxin 200 - 1 A 2171365 71365.00.00 1 A PHARMA GMBH DE
Pharma
L-Thyroxin 150 - 1 A 2171363 71363.00.00 1 A PHARMA GMBH DE
Pharma
Thyrex 160 Mikrogramm 927.396 1-18797 SANDOZ GMBH AT
- Tabletten
Thyrex 50 Mikrogramm - 124.956 13.715 SANDOZ GMBH AT
Tabletten
Thyrex 100 Mikrogramm 120.409 13.716 SANDOZ GMBH AT
- Tabletten
Thyrex 25 Mikrogramm - | 948.961 1-26746 SANDOZ GMBH AT
Tabletten
Thyrex 75 Mikrogramm - 948.962 1-26747 SANDOZ GMBH AT
Tabletten
Thyrex 125 Mikrogramm 948.963 1-26748 SANDOZ GMBH AT

- Tabletten
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L-Thyroxin 25 - 1 A NOT APPLICABLE AA939/00103 1 A PHARMA GMBH MT
Pharma

L-Thyroxin 50 - 1 A NOT APPLICABLE AA939/00102 1 A PHARMA GMBH MT
Pharma

L-Thyroxin 100 - 1 A NOT APPLICABLE AA939/00101 1 A PHARMA GMBH MT
Pharma

L-Thyroxin Berlin-Chemie | not available 305200 BERLIN-CHEMIE AG EE
100 mikrogrammi,

tabletid

L-THYROXIN BERLIN- not available 505706 BERLIN-CHEMIE AG EE
CHEMIE, 150

mikrogrammi tabletid

Letrox 50 50 not available 56/171/83-A/C BERLIN-CHEMIE AG cz
mikrogramd, tablety

Levothyroxine not available PL 16201/0001 MERCURY PHARMA UK
50micrograms Tablets (GENERICS) LTD.
L-Thyroxin-Na-CT 112 DE/H/3710/002 88553.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin-Na-CT 137 DE/H/3710/003 88554.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten
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L-Thyroxin-Na-CT 88 DE/H/0284/009 88552.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
T4 E1ZXablets not available 21681/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 E25ablets not available 21677/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 EBQablets not available 49236/15/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 EB8Xablets not available 21682/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 E7Tablets not available 20919/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 E89ablets not available 21678/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
T4 Fl0@blets not available 51131/15/03.03.2016 UNI-PHARMA KLEON TSETIS GR
mcg/TAB PHARMACEUTICAL

LABORATORIES S.A.
Eltroxin 100 microgram not available PA0701/001/002 MERCURY PHARMA GROUP IE
Tablets LTD
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THYRO-4 100mcg not available 31521/10-05-2012 ANGELINI PHARMA HELLAS GR
S.A.

THYRO-4 75 mcg not available 29738/10-05-2012 ANGELINI PHARMA HELLAS GR
S.A.

THYRO-4 175mcg not available 33477/10-05-2012 ANGELINI PHARMA HELLAS GR
S.A.

Levothyroxine 25 not available 29831/0130 WOCKHARDT UK LTD UK

micrograms Tablets

Levothyroxine 25 not available AA154/09601 WOCKHARDT UK LTD MT

micrograms Tablets

LEVOTHYROXINE not available PL 0142/0104 ACTAVIS UK LTD. UK

TABLETS BP 50

micrograms

LEVOTHYROXINE not available PL 0142/0105 ACTAVIS UK LTD. UK

TABLETS BP 100

micrograms

Letrox 75 75 pg, tablety not available 56/576/07-C BERLIN-CHEMIE AG cz

L-Thyroxin 75 Berlin- not available 56/0488/07-S BERLIN-CHEMIE AG SK

Chemie 75 mikrogramov,
tablety levothyroxinum
natricum hydricum
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Medithyrox Compresse da | NL/H/2567/001 042370015 UNI-PHARMA KLEON TSETIS IT

25 pg PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/001 042370027 UNI-PHARMA KLEON TSETIS IT

25 pg PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/001 042370039 UNI-PHARMA KLEON TSETIS IT

25 ug PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/002 042370041 UNI-PHARMA KLEON TSETIS IT

50 ug PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/002 042370054 UNI-PHARMA KLEON TSETIS IT

50 ug PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/002 042370066 UNI-PHARMA KLEON TSETIS IT

50 ug PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/003 042370078 UNI-PHARMA KLEON TSETIS IT

75 pg PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/003 042370080 UNI-PHARMA KLEON TSETIS IT

75 pg PHARMACEUTICAL
LABORATORIES S.A.

Medithyrox Compresse da | NL/H/2567/003 042370092 UNI-PHARMA KLEON TSETIS IT

75 pg PHARMACEUTICAL
LABORATORIES S.A.
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Medithyrox compresse da | NL/H/2567/004 042370104 UNI-PHARMA KLEON TSETIS IT
100 pg PHARMACEUTICAL
LABORATORIES S.A.
Medithyrox compresse da | NL/H/2567/004 042370116 UNI-PHARMA KLEON TSETIS IT
100 pg PHARMACEUTICAL
LABORATORIES S.A.
Medithyrox compresse da | NL/H/2567/004 042370128 UNI-PHARMA KLEON TSETIS IT
100 ug PHARMACEUTICAL
LABORATORIES S.A.
Letrox 100 mikrograma not available HR-H-008279628-01 BERLIN-CHEMIE AG HR
tablete
L-TupokcuH 75 BepnnH- not available 20140316 BERLIN-CHEMIE AG BG
Xemu 75 Mukporpama
TabneTtkn
L-THYROXIN BERLIN- not available 505406 BERLIN-CHEMIE AG EE
CHEMIE, 75 mikrogrammi
tabletid
L-Thyroxin Berlin-Chemie | not available 98-0595 BERLIN-CHEMIE AG LV
50 mikrogramu tabletes
Eltroxin 100mcg tablets not available PL 10972/0032 MERCURY PHARMA GROUP UK
LTD
L-Thyroxin-Na AbZ 150 not available 90038.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten
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L-Thyroxin-Na AbZ 125 not available 90037.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 175 not available 90039.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 200 not available 90040.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 100 not available 90036.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 25 not available 90033.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 75 not available 90035.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
L-Thyroxin-Na AbZ 50 not available 90034.00.00 ABZ-PHARMA GMBH DE
Mikrogramm Tabletten
Eltroxin 100mcg tablets not available MA 077/00302 MERCURY PHARMA GROUP MT
LTD
Eltroxin 50mcg tablets not available MA 077/00301 MERCURY PHARMA GROUP MT

LTD
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Levothyroxine 50mcg not available PL 00289/0038 TEVA UK LIMITED UK

Tablets BP

Levothyroxine 100mcg not available PL 00289/0039 TEVA UK LIMITED UK

Tablets

LETROX 100; 100 pg, not available R/1689 BERLIN-CHEMIE AG PL

tabletki

L-TupokcuH 150 BepnunH- | not available 20140317 BERLIN-CHEMIE AG BG

Xemun 150 Mukporpama

Tabnetku

Letrox 100 100 not available 56/171/83-B/C BERLIN-CHEMIE AG cz

mikrogramd, tablety

Letrox 125 125 ug, not available 56/577/07-C BERLIN-CHEMIE AG Ccz

tablety

Letrox 150 mikrograma not available HR-H-568690750-01 BERLIN-CHEMIE AG HR

tablete

L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/015 BERLIN-CHEMIE AG LT

150 mikrogramy tabletés

L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/013 BERLIN-CHEMIE AG LT

150 mikrogramy tabletés
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LETROX 50; 50 ug, not available R/3740 BERLIN-CHEMIE AG PL

tabletki

L-Thyroxin AL 50 ug not available 67438.00.00 ALIUD PHARMA GMBH DE

Tabletten

L-Thyroxin AL 100 ug not available 67439.00.00 ALIUD PHARMA GMBH DE

Tabletten

Levothyroxine STADA DE/H/4036/005 50209 STADA ARZNEIMITTEL AG SE

125 mikrogram tabletter

Levothyroxine STADA DE/H/4036/004 50208 STADA ARZNEIMITTEL AG SE

100 mikrogram tabletter

Levothyroxine STADA DE/H/4036/006 50210 STADA ARZNEIMITTEL AG SE

150 mikrogram tabletter

Levothyroxine STADA 50 DE/H/4036/002 50206 STADA ARZNEIMITTEL AG SE

mikrogram tabletter

Levothyroxine STADA DE/H/4036/007 50211 STADA ARZNEIMITTEL AG SE

175 mikrogram tabletter

Levothyroxine STADA 75 DE/H/4036/003 50207 STADA ARZNEIMITTEL AG SE

mikrogram tabletter
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Levothyroxine STADA 25 DE/H/4036/001 50205 STADA ARZNEIMITTEL AG SE

mikrogram tabletter

Levothyroxin STADA 25 DE/H/4036/001 136445 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 125 | DE/H/4036/005 136449 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 100 | DE/H/4036/004 136448 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 50 DE/H/4036/002 136446 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 150 | DE/H/4036/006 136450 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 175 | DE/H/4036/007 136451 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 75 DE/H/4036/003 136447 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten

Levothyroxin STADA 200 | DE/H/4036/008 136452 STADA ARZNEIMITTEL GMBH | AT

Mikrogramm Tabletten
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Levothyroxine "Stada", DE/H/4036/002 53234 STADA ARZNEIMITTEL AG DK

tabletter

Levothyroxine "Stada", DE/H/4036/004 53235 STADA ARZNEIMITTEL AG DK

tabletter

L-Thyroxin AL 25 DE/H/4036/001 91078.00.00 ALIUD PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin AL 100 DE/H/4036/004 91081.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin AL 75 DE/H/4036/003 91080.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin AL 150 DE/H/4036/006 91083.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin AL 50 DE/H/4036/002 91079.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin AL 125 DE/H/4036/005 91082.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten

L-Thyroxin AL 175 DE/H/4036/007 91084.00.00 ALIUD PHARMA GMBH DE
Mikrogramm Tabletten
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L-Thyroxin AL 200 DE/H/4036/008 91085.00.00 ALIUD PHARMA GMBH DE

Mikrogramm Tabletten

Levothyroxine CF 0,200 DE/H/4036/008 RVG 114380 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,125 DE/H/4036/005 RVG 114365 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,025 DE/H/4036/001 RVG 114360 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,075 DE/H/4036/003 RVG 114363 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,050 DE/H/4036/002 RVG 114362 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,175 DE/H/4036/007 RVG 114367 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,150 DE/H/4036/006 RVG 114366 CENTRAFARM B.V. NL

mg, tabletten

Levothyroxine CF 0,100 DE/H/4036/004 RVG 114364 CENTRAFARM B.V. NL

mg, tabletten
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Eltroxin 25 microgram not available MAO77/00303 MERCURY MT
Tablets PHARMACEUTICALS LTD.
Tyraq 125 mikrograma not available UP/1-530-09/10-01/547 PLIVA HRVATSKA D.O.O. HR
tablete
Tyrag 50 mikrograma not available UP/1-530-09/10-01/544 PLIVA HRVATSKA D.O.O. HR
tablete
Tyraq 75 mikrograma not available UP/1-530-09/10-01/545 PLIVA HRVATSKA D.O.O. HR
tablete
Tyragq 100 mikrograma not available UP/1-530-09/10-01/546 PLIVA HRVATSKA D.O.O. HR
tablete
Tyragq 150 mikrograma not available UP/1-530-09/10-01/548 PLIVA HRVATSKA D.O.O. HR
tablete
Tyraqg 25 mikrograma not available UP/1-530-09/10-01/543 PLIVA HRVATSKA D.O.O. HR
tablete
L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/012 BERLIN-CHEMIE AG LT
125 mikrogramai tabletés
L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/010 BERLIN-CHEMIE AG LT

125 mikrogramai tabletés
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L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/011 BERLIN-CHEMIE AG LT

125 mikrogramai tabletés

L-TupokcuH 50 bepnunH- not available 20010142 BERLIN-CHEMIE AG BG
Xemn 50 mukporpama

TabneTtkn

Letrox 150 150 not available 56/204/98-C BERLIN-CHEMIE AG cz

mikrogramd, tablety

LETROX 150; 150 g, not available 8206 BERLIN-CHEMIE AG PL
tabletki
L-Thyroxin Berlin-Chemie | not available 295500 BERLIN-CHEMIE AG EE

50 mikrogrammi, tabletid

L-Thyroxin Berlin-Chemie | not available LT/1/95/0899/001 BERLIN-CHEMIE AG LT
50 mikrogramy tabletes

Thyroxine 100 not available PL 16201/0002 MERCURY PHARMA UK

micrograms Tablets (GENERICS) LTD.

Levothyroxine 25mcg not available AA077/02002 MERCURY MT

tablets PHARMACEUTICALS LTD.

Eferox 175 not available 53051.03.00 ARISTO PHARMA GMBH (ART | DE
57)
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Eferox 200 not available 51838.02.00 ARISTO PHARMA GMBH (ART | DE
57)

Eltroxin 25mcg tablets not available PL 12762/0016 MERCURY UK
PHARMACEUTICALS LTD.

Levothyroxinenatrium 50 | DE/H/3012/002 RVG 108724 TEVA NEDERLAND B.V. NL

microgram/5 ml Teva,

drank

Levothyroxinenatrium 25 | DE/H/3012/001 RVG 108721 TEVA NEDERLAND B.V. NL

microgram/5 ml Teva,

drank

Levothyroxinenatrium DE/H/3012/003 RVG 108725 TEVA NEDERLAND B.V. NL

100 microgram/5 ml

Teva, drank

Levothyroxine 25 DE/H/3012/001 PL 00289/1593 TEVA UK LIMITED UK

micrograms/5ml Oral

Solution

Levothyroxine 100 DE/H/3012/003 PL 00289/1595 TEVA UK LIMITED UK

micrograms/ 5ml Oral

Solution

Levothyroxine DE/H/3012/001 PL 00289/1594 TEVA UK LIMITED UK

50mcg/5ml Oral solution

Levothyroxin-ratiopharm DE/H/3012/002 83358.00.00 RATIOPHARM GMBH DE

50 Mikrogramm/5 ml
Lésung zum Einnehmen
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Levothyroxin-ratiopharm DE/H/3012/003 83359.00.00 RATIOPHARM GMBH DE

100 Mikrogramm/5 ml

Lésung zum Einnehmen

Levothyroxin-ratiopharm DE/H/3012/001 83357.00.00 RATIOPHARM GMBH DE

25 Mikrogramm/5 ml

Lésung zum Einnehmen

L-Thyroxin-Na AbzZ 112 DE/H/3711/002 88556.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na AbZ 137 DE/H/3711/003 88557.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin-Na AbZ 88 DE/H/3711/001 88555.00.00 ABZ-PHARMA GMBH DE

Mikrogramm Tabletten

L-Thyroxin 125 Berlin- not available 56/0489/07-S BERLIN-CHEMIE AG SK

Chemie 125

mikrogramov, tablety

levothyroxinum natricum

hydricum

L-Thyroxin beta 100 pug not available 44662.03.00 BETAPHARM ARZNEIMITTEL DE

Tabletten GMBH

L-Thyroxin beta 125 ug not available 44662.04.00 BETAPHARM ARZNEIMITTEL DE

Tabletten GMBH

L-Thyroxin beta 150 ug not available 44662.05.00 BETAPHARM ARZNEIMITTEL DE

Tabletten

GMBH
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MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
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Member State where
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number
L-Thyroxin beta 175 ug not available 44662.06.00 BETAPHARM ARZNEIMITTEL DE
Tabletten GMBH
L-Thyroxin beta 200 pug not available 44662.07.00 BETAPHARM ARZNEIMITTEL DE
Tabletten GMBH
L-Thyroxin beta 50 ug not available 44662.01.00 BETAPHARM ARZNEIMITTEL DE
Tabletten GMBH
L-Thyroxin beta 25 ug not available 44662.00.00 BETAPHARM ARZNEIMITTEL DE
Tabletten GMBH
L-Thyroxin beta 75 ug not available 44662.02.00 BETAPHARM ARZNEIMITTEL DE
Tabletten GMBH
Levaxin 50 mikrég toflur not available 1S/1/03/140/01 TAKEDA Danmark A/S IS
Levothyroxine Nycomed not available RVG 56059 TAKEDA NEDERLAND BV NL
0,1; tabletten 0,1 mg
Levaxin 100 mikrogram not available 4678 TAKEDA PHARMA AB SE
tabletter
Levaxin 125 mikrogram not available 15953 TAKEDA PHARMA AB SE

tabletter
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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

Levaxin 150 mikrogram not available 11388 TAKEDA PHARMA AB SE

tabletter

Levothyroxine Nycomed not available RVG 57234 TAKEDA NEDERLAND BV NL

0,05; tabletten 0,05 mg

Levaxin 50 mikrogram not available 8890 TAKEDA PHARMA AB SE

tabletter

Levaxin 25 mikrogram not available 15952 TAKEDA PHARMA AB SE

tabletter

Levaxin 175 mikrogram not available 21054 TAKEDA PHARMA AB SE

tabletter

Levaxin 200 mikrogram not available 21055 TAKEDA PHARMA AB SE

tabletter

Levaxin 75 mikrogram not available 21053 TAKEDA PHARMA AB SE

tabletter

Levaxin 125 mikrogram not available 99-6021 TAKEDA AS NO

tabletter

Levaxin 100 mikrogram not available 2466 TAKEDA AS NO

tabletter
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authorisation country) | Authorisation member state product is authorised
number

Levaxin 150 mikrogram not available 7698 TAKEDA AS NO

tabletter

Levaxin 175 mikrogram not available 04-2716 TAKEDA AS NO

tabletter

Levaxin 25 mikrogram not available 99-6020 TAKEDA AS NO

tabletter

Levaxin 200 mikrogram not available 04-2717 TAKEDA AS NO

tabletter

Levaxin 50 mikrogram not available 7398 TAKEDA AS NO

tabletter

Levaxin 75 mikrogram not available 04-2715 TAKEDA AS NO

tabletter

Levaxin 100 mikrég toflur | not available 1S/1/02/138/01 TAKEDA Danmark A/S IS

L-Thyroxine Christiaens not available 2006109089 TAKEDA BELGIUM SCA/CVA LU

50 pg, comprimés

L-Thyroxine Christiaens not available 2006109094 TAKEDA BELGIUM SCA/CVA LU

175 ug, comprimés
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National Authorisation Number

MAH of product in the
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Member State where
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number
L-Thyroxine Christiaens not available 2006109092 TAKEDA BELGIUM SCA/CVA LU
125 ug, comprimés
L-Thyroxine Christiaens not available 2006109095 TAKEDA BELGIUM SCA/CVA LU
200 pg, comprimés
L-Thyroxine Christiaens not available 2006109090 TAKEDA BELGIUM SCA/CVA LU
75 ug, comprimés
L-Thyroxine Christiaens not available 2006109088 TAKEDA BELGIUM SCA/CVA LU
25 ug, comprimés
L-Thyroxine Christiaens not available 2006109091 TAKEDA BELGIUM SCA/CVA LU
100 ug, comprimés
L-Thyroxine Christiaens not available 2006109093 TAKEDA BELGIUM SCA/CVA LU
150 ug, comprimés
Eltroxin 50mcg tablets not available PL 10972/0031 MERCURY PHARMA GROUP UK

LTD

L-Thyroxin-Na- DE/H/3043/006 83694.00.00 RATIOPHARM GMBH DE
ratiopharm® 150
Mikrogramm Tabletten
L-Thyroxin-Na- DE/H/3043/008 83696.00.00 RATIOPHARM GMBH DE

ratiopharm® 200
Mikrogramm Tabletten
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L-Thyroxin-Na- DE/H/3043/007 83695.00.00 RATIOPHARM GMBH DE

ratiopharm® 175

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3043/001 83689.00.00 RATIOPHARM GMBH DE

ratiopharm® 25

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3043/005 83693.00.00 RATIOPHARM GMBH DE

ratiopharm® 125

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3043/003 83691.00.00 RATIOPHARM GMBH DE

ratiopharm® 75

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3043/004 83692.00.00 RATIOPHARM GMBH DE

ratiopharm® 100

Mikrogramm Tabletten

L-Thyroxin-Na- DE/H/3043/002 83690.00.00 RATIOPHARM GMBH DE

ratiopharm® 50

Mikrogramm Tabletten

Levotiroxina Teva 75 DE/H/2631/003 040619619 TEVA ITALIA S.R.L. IT

microgrammi compresse

Levothyroxine BP 50 mcg AA702/01101 ACTAVIS UK LTD.

Levothyroxine BP 100 AA702/01102 ACTAVIS UK LTD.

mcg
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number
Thyrax not available 8734004 ASPEN PHARMA TRADING PT
LIMITED

Levothyroxine STADA DE/H/4036/004 50212 STADA ARZNEIMITTEL AG SE
200 mikrogram tabletter

Levothyroxine 25mcg per | not available AA305/00101 MERCURY MT
5ml Oral solution PHARMACEUTICALS LTD.
Levothyroxine 50mcg per | not available AA305/00102 MERCURY MT
5ml Oral solution PHARMACEUTICALS LTD.
Levothyroxine 100mcg not available AA305/00103 MERCURY MT
per 5ml Oral solution PHARMACEUTICALS LTD.

Eltroxin 50 microgram UK/H/6262/001-003/DC | PA0899/20/3 MERCURY IE
per 5ml oral solution PHARMACEUTICALS LTD.

Eltroxin 100 microgram UK/H/6262/001-003/DC | PA0899/204 MERCURY IE
per 5ml oral solution PHARMACEUTICALS LTD.

Eltroxin 25 microgram UK/H/6262/001-003/DC | PA0899/20/2 MERCURY IE
per 5ml oral solution PHARMACEUTICALS LTD.
Levothyroxine UK/H/6262/001-003/DC | PL 12762/0459 MERCURY PHARMA UK

25micrograms per 5ml
Oral solution

(GENERICS) LTD.
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MAH of product in the
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Member State where
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Levothyroxine UK/H/6262/001-003/DC | PL 12762/0461 MERCURY PHARMA UK
50micrograms per 5ml (GENERICS) LTD.

Oral solution

Levothyroxine UK/H/6262/001-003/DC | PL 12762/0462 MERCURY PHARMA UK
100micrograms per 5ml (GENERICS) LTD.

Oral solution

Accu-Thyrox Oral. Sol. RO/H/0138/002 M.L. 022231 GALENICA SA CY
50mcg/5ml

Accu-Thyrox Oral. Sol. RO/H/0138/003 M.L. 022232 GALENICA SA CY
100mcg/5ml

Accu-Thyrox Oral. Sol. RO/H/0138/001 M.L. 022230 GALENICA SA CY
25mcg/5ml

Tirosint DE/H/2580/001 2927401 IBSA FARMACEUTICI ITALIA GR
Letrox 175 ug, tablety not available 56/578/07-C BERLIN-CHEMIE AG Ccz
Letrox 200 g, tablety not available 56/579/07-C BERLIN-CHEMIE AG cz
L-THYROXIN BERLIN- not available 505606 BERLIN-CHEMIE AG EE

CHEMIE
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National Authorisation Number

MAH of product in the
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Member State where
product is authorised

number
L-THYROXIN BERLIN- not available 505506 BERLIN-CHEMIE AG EE
CHEMIE
L-Thyroxin 150 BC 30000909.01.00 BERLIN-CHEMIE AG DE
Berlthyrox 50 30000909.00.00 BERLIN-CHEMIE AG DE
Berlthyrox 100 30000909.02.00 BERLIN-CHEMIE AG DE
Berlthyrox 150 31199.00.00 BERLIN-CHEMIE AG DE
Letrox 150 mikrogramm not available OGYI-T-7546/13 BERLIN-CHEMIE AG HU
tabletta
Letrox 150 mikrogramm not available OGYI-T-7546/14 BERLIN-CHEMIE AG HU
tabletta
Letrox 150 mikrogramm not available OGYI-T-7546/15 BERLIN-CHEMIE AG HU
tabletta
L-Thyroxin Berlin-Chemie | not available 06-0017 BERLIN-CHEMIE AG LV

175 mikrogramu tabletes
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Member State where
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number
L-Thyroxin Berlin-Chemie | not available 06-0018 BERLIN-CHEMIE AG LV
200 mikrogramu tabletes
LETROX 25 not available R/1688 BERLIN-CHEMIE AG PL
L-Thyroxin Berlin-Chemie 5464/2013/01 BERLIN-CHEMIE AG RO
100 mcgq tablets
L-Thyroxin Berlin-Chemie 5464/2013/02 BERLIN-CHEMIE AG RO
100 mcgq tablets
L-Thyroxin Berlin-Chemie 5464/2013/03 BERLIN-CHEMIE AG RO
100 mcgqg tablets
L-Thyroxin Berlin-Chemie 7152/2006/01 BERLIN-CHEMIE AG RO
50 mcg tablets
L-Thyroxin Berlin-Chemie 7152/2006/02 BERLIN-CHEMIE AG RO
50 mcg tablets
L-Thyroxin Berlin-Chemie 7152/2006/03 BERLIN-CHEMIE AG RO
50 mcg tablets
L-Thyroxin Berlin-Chemie 3901/2003/01-02-03 BERLIN-CHEMIE AG RO

25 mcg tablets
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National Authorisation Number

MAH of product in the
member state

Member State where
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L-Thyroxin 150 Berlin-
Chemie

1154/2000/01-02

BERLIN-CHEMIE AG

RO

LEVOTHYRO
XINE
BIOGARAN
25 ug
comprimé

34855

Biogaran

FR

LEVOTHYRO
XINE
BIOGARAN
50 ug
comprimé

34856

Biogaran

FR

LEVOTHYRO
XINE
BIOGARAN

75 Hg
comprimé

34857

Biogaran

FR

LEVOTHYRO
XINE
BIOGARAN
100 ug
comprimé

34858

Biogaran

FR

LEVOTHYRO
XINE
BIOGARAN
125 ug
comprimé

34859

Biogaran

FR
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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

LEVOTHYRO 34860 Biogaran FR

XINE

BIOGARAN

150 ug

comprimé

LEVOTHYRO 34861 Biogaran FR

XINE

BIOGARAN

175 pg

comprimé

LEVOTHYRO 34862 Biogaran FR

XINE

BIOGARAN

200 ug

comprimé

Thyrax NI/H/2700 42289 ASPEN PHARMA TRADING IT
LIMITED

OROXINE 100 NL/H/2700/005 56/316/14-C ASPEN PHARMA TRADING cz

MIKROGRAMU LIMITED

Thevier 25 microgram NL/H/2700/001 RVG 112408 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 50 microgram NL/H/2700/002 RVG 112409 ASPEN PHARMA TRADING NL

tabletten

LIMITED
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Thevier 75 microgram NL/H/2700/003 RVG 112410 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 88 microgram NL/H/2700/004 RVG 112411 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 100 microgram NL/H/2700/005 RVG 112412 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 112 microgram NL/H/2700/006 RVG 112413 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 125 microgram NL/H/2700/007 RVG 112414 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 100 microgram NL/H/2700/008 RVG 112415 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 150 microgram NL/H/2700/009 RVG 112416 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 175 microgram NL/H/2700/010 RVG 112416 ASPEN PHARMA TRADING NL

tabletten LIMITED

Thevier 200 microgram NL/H/2700/011 RVG 112418 ASPEN PHARMA TRADING NL

tabletten

LIMITED
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