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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

3Z, 150 mg, po6 para not available 4453486 JABA RECORDATI, S.A. PT
suspensao oral

3Z, 200 mg, po6 para not available 4453585 JABA RECORDATI, S.A. PT
suspensao oral

3Z, 250 mg, po6 para not available 4453684 JABA RECORDATI, S.A. PT
suspensao oral

3Z, 500 mg, po6 para not available 5367982 JABA RECORDATI, S.A. PT
suspenséao oral

3Z, 500 mg, po6 para not available 4453783 JABA RECORDATI, S.A. PT
suspenséao oral

AZADOSE 600 mg, not available 34009 34336270 PFIZER HOLDING FRANCE FR
comprimé pelliculé

AZADOSE 600 mg, not available 34009 343 36102 PFIZER HOLDING FRANCE FR
comprimé pelliculé

AZADOSE 600 mg, not available 34009 343 336 6 8 PFIZER HOLDING FRANCE FR
comprimé pelliculé

AZADOSE 600 mg, not available 34009 34333897 PFIZER HOLDING FRANCE FR
comprimé pelliculé

AZADOSE 600 mg, not available 34009 34336331 PFIZER HOLDING FRANCE FR

comprimé pelliculé
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
AZADOSE 600 mg, not available 34009 34333729 PFIZER HOLDING FRANCE FR
comprimé pelliculé
Azatril 250 mg, film- NL/H/2400/001-002 5215/2012/01-04 ACTAVIS GROUP PTC EHF. RO
coated tablets
Azibiot 20 mg/ml milteliai | SK/H/0148/003 LT/1/14/3600/003 KRKA, D.D., NOVO MESTO LT
geriamajai suspensijai
Azibiot 20 mg/ml pulbere | SK/H/0148/003 9933/2017/01 KRKA, D.D., NOVO MESTO RO
pentru suspensie orald
Azibiot NEO 20 mg/ml SK/H/0148/003 15/0001/17-S KRKA, D.D., NOVO MESTO SK
prasok na peroralnu
suspenziu
Azibiot, 20 mg/ml, SK/H/0148/003 23963 KRKA, D.D., NOVO MESTO PL
proszek do sporzadzania
zawiesiny doustnej
Azithromycin 250 mg not available PL 42357/0224 AMNEAL PHARMA EUROPE UK
Capsules LIMITED
Azithromycin 250mg AT/H/0266/001 PL 04416/1235 SANDOZ LTD UK
Tablets
Azithromycin 500mg DE/H/1903/002 PL 04416/0668 SANDOZ LTD UK

Tablets
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Azithromycin Actavis 250 | NL/H/2400/001 15/0480/12-S ACTAVIS GROUP PTC EHF. SK
mg filmom obalené
tablety
Azithromycin Aurovitas PT/H/1475/001 15/481/16-C AUROVITAS UNIPESSOAL, cz
250 mg potahované LDA.
tablety
Azithromycin Aurovitas PT/H/1475/002 15/482/16-C AUROVITAS UNIPESSOAL, cz
500 mg potahované LDA.
tablety
Azithromycin Hexal 250 AT/H/0266/001 1-25583 HEXAL PHARMA GMBH AT
mg - Filmtabletten
Azithromycin Krka 20 SK/H/0148/003 17-0032 KRKA, D.D., NOVO MESTO LV
mg/ml pulveris iekskigi
lietojamas suspensijas
pagatavosanai
Azithromycin Krka, 20 SK/H/0148/003 933217 KRKA, D.D., NOVO MESTO EE
mg/ml suukaudse
suspensiooni pulber
Azithromycin Sandoz 100 | NL/H/0886/001 15/0181/07-S SANDOZ PHARMACEUTICALS | SK
mg/ 5 ml prasok na D.D.
peroralnu suspenziu
Azithromycin Sandoz 500 | DE/H/1903/002 1-26352 SANDOZ GMBH AT
mg — Filmtabletten
Azithromycin Sandoz 500 | AT/H/0390/003 1-31326 SANDOZ GMBH AT

mg - Granulat zur
Herstellung einer
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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

Suspension zum
Einnehmen auf einem
Messloffel

Azithromycin Sandoz 500
mg plévele dengtos
tabletes

DE/H/1903/002

LT/1/05/0323/007

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletes

DE/H/1903/002

LT/1/05/0323/010

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletés

DE/H/1903/002

LT/1/05/0323/008

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletés

DE/H/1903/002

LT/1/05/0323/009

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletés

DE/H/1903/002

LT/1/05/0323/011

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletés

DE/H/1903/002

LT/1/05/0323/012

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletes

DE/H/1903/002

LT/1/05/0323/013

SANDOZ GMBH

LT

Azithromycin Sandoz 500
mg plévele dengtos
tabletes

DE/H/1903/002

LT/1/05/0323/014

SANDOZ GMBH

LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

AZITHROMYCINE
MONODOSE SANDOZ 250
mg, comprimé pelliculé

not available

387 628-2

SANDOZ

FR

AZITHROMYCINE
SANDOZ 250 mg,
comprimé pelliculé

not available

379 352-1

SANDOZ

FR

AZITHROMYCINE
SANDOZ 250 mg,
comprimé pelliculé

not available

570 753-7

SANDOZ

FR

AZITHROMYCINE
SANDOZ 250 mg,
comprimé pelliculé

not available

379 353-8

SANDOZ

FR

AZITHROMYCINE
SANDOZ 250 mg,
comprimé pelliculé

not available

570 754-3

SANDOZ

FR

Azitromax 2 g
depotgranulat till oral
suspension

not available

23285

PFIZER AB

SE

Azitromax 250 mg
filmdragerade tabletter

not available

12582

PFIZER AB

SE

Azitromax 40 mg/ml
pulver till oral suspension

not available

11609

PFIZER AB

SE

Azitromax 40 mg/ml,
pulver til mikstur,
suspensjon

not available

8025

PFIZER AS

NO
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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

Azitromax 500 mg not available 12583 PFIZER AB SE

filmdragerade tabletter

Azitromax 500 mg not available 95-245 PFIZER AS NO

tabletter

Azitromax 500 mg, not available 16698 PFIZER AB SE

pulver till koncentrat till

infusionsvéatska, 16sning

Azitromax 600 mg not available 13233 PFIZER AB SE

filmdragerade tabletter

Azitromicin Krka 20 SK/H/0148/003 H/14/00246/006 KRKA, D.D., NOVO MESTO Sl

mg/ml prasSek za

peroralno suspenzijo

AZITROMICINA PFIZER not available 027897065 PFIZER ITALIA S.R.L. IT

100 mg polvere per

sospensione orale

AZITROMICINA PFIZER not available 027897077 PFIZER ITALIA S.R.L. IT

150 mg polvere per

sospensione orale

AZITROMICINA PFIZER not available 027897089 PFIZER ITALIA S.R.L. IT

200 mg polvere per

sospensione orale

AZITROMICINA PFIZER not available 027897053 PFIZER ITALIA S.R.L. IT

200 mg/5 ml polvere per
sospensione orale

List of nationally authorised medicinal products

EMA/24970/2018

Page 7/30




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

AZITROMICINA PFIZER
200 mg/5 ml polvere per
sospensione orale

not available

027897026

PFIZER ITALIA S.R.L.

IT

AZITROMICINA PFIZER
250 mg capsule rigide

not available

027897014

PFIZER ITALIA S.R.L.

AZITROMICINA PFIZER
300 mg polvere per
sospensione orale

not available

027897091

PFIZER ITALIA S.R.L.

AZITROMICINA PFIZER
400 mg polvere per
sospensione orale

not available

027897103

PFIZER ITALIA S.R.L.

AZITROMICINA PFIZER
500 mg compresse
rivestite con film

not available

027897040

PFIZER ITALIA S.R.L.

AZITROMICINA PFIZER
500 mg polvere per
soluzione per infusione

not available

027897127

PFIZER ITALIA S.R.L.

AZITROMICINA PFIZER
Avium 600 mg compresse
rivestite con film

not available

027897115

PFIZER ITALIA S.R.L.

Azitromicind Sandoz 500
mg, granule pentru
suspensie orala in
lingurita unidoza

AT/H/0390/003

4814/2012/01

S.C. SANDOZ S.R.L.

RO

Azitromicina Teva 250
mg compresse rivestite
con film

NL/H/0614/001

037555315

TEVA ITALIA S.R.L.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Azitromicina Teva 250
mg compresse rivestite
con film

NL/H/0614/001

037555291

TEVA ITALIA S.R.L.

IT

Azitromicina Teva 250
mg compresse rivestite
con film

NL/H/0614/001

037555303

TEVA ITALIA S.R.L.

Azitromicina Teva 250
mg compresse rivestite
con film

NL/H/614/001

037555289

TEVA ITALIA S.R.L.

Azitromicina TEVA 250
mg comprimidos
recubiertos con pelicula
EFG

NL/H/0614/001

67335

TEVA PHARMA S.L.U

ES

Azitromycine Sandoz 100
mg/5 ml, poeder voor
orale suspensie

NL/H/0886/001

RVG 32016

SANDOZ B.V.

NL

ORDIPHA 500 mg,
comprimé dispersible
sécable

not available

395347-9

TONIPHARM

FR

ORDIPHA 500 mg,
comprimé dispersible
sécable

not available

395347-9

TONIPHARM

FR

Ribotrex 200 mg/5 ml
polvere per sospensione
orale

not available

028177020

PIERRE FABRE PHARMA
S.R.L.

Ribotrex 500 mg
compresse rivestite con
film

not available

028177032

PIERRE FABRE PHARMA
S.R.L.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

SUMAMED 100 mg/5 ml not available LT/1/94/0529/005 TEVA PHARMA B.V. LT

milteliai geriamajai

suspensijai

Sumamed 100 mg/5 ml not available OGYI-T-5272/03 TEVA GYOGYSZERGYAR ZRT | HU

por sziruphoz

Sumamed 100 mg/5 ml not available HR-H-129408559 PLIVA HRVATSKA D.O.O. HR
praSak za oralnu

suspenziju

Sumamed 100 mg/5 mi not available 94-0230 TEVA PHARMA B.V. LV

pulveris iekskigi
lietojamas suspensijas
pagatavosanai

Sumamed 100 mg/ml por | not available OGYI-T-5272/07 TEVA GYOGYSZERGYAR ZRT HU
oldatos infuziéhoz valé
koncentratumhoz

Sumamed 1200, 200 not available HR-H-406709782 PLIVA HRVATSKA D.O.O. HR
mg/5 ml prasak za oralnu
suspenziju

Sumamed 125 mg not available 8765/2016/01 PLIVA LJUBLJANA D.O.O.; RO
comprimate filmate

Sumamed 125 mg filmom | not available 15/0351/92-C/S TEVA PHARMACEUTICALS SK
obalené tablety SLOVAKIA S.R.O
Sumamed 125 mg filmom | not available HR-H-844869851 PLIVA HRVATSKA D.O.O. HR

oblozene tablete
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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

SUMAMED 125 mg not available H/92/01472/001 PLIVA LJUBLJANA D.O.0O.; Sl

filmsko oblozene tablete

SUMAMED 125 mg not available 15-351-92-A-C TEVA PHARMACEUTICALS cz

potahované tablety CR, S.R.O.

Sumamed 1500, 200 not available HR-H-096496463 PLIVA CROATIA LTD HR

mg/5 ml prasak za oralnu

suspenziju

Sumamed 250 mg not available 730/2008/01 PLIVA LJUBLJANA D.O.O.; RO

capsule

Sumamed 250 mg cietas | not available 94-0231 TEVA PHARMA B.V. LV

kapsulas

SUMAMED 250 mg not available HR-H-304657205 TEVA B.V HR

kapsule

Sumamed 250 mg not available OGYI-T-5272/04 TEVA GYOGYSZERGYAR ZRT | HU

kemény kapszula

Sumamed 250 mg not available LT/1/94/0529/002 TEVA PHARMA B.V. LT

kietosios kapsulés

SUMAMED 250 mg trde not available H/92/01472/002 PLIVA LJUBLJANA D.O.O.; Sl

kapsule
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
SUMAMED 40 mg/ml not available H/92/01472/006 PLIVA LJUBLJANA D.O.0O.; Sl
prasSek za peroralno
suspenzijo
Sumamed 500 mg not available 00-0863 TEVA PHARMA B.V. LV
apvalkotas tabletes
Sumamed 500 mg not available 8766/2016/01 PLIVA LJUBLJANA D.O.O.; RO
comprimate filmate
Sumamed 500 mg filmom | not available 15/0351/92-C/S TEVA PHARMACEUTICALS SK
obalené tablety SLOVAKIA S.R.O
Sumamed 500 mg filmom | not available HR-H-425760378 PLIVA CROATIA LTD HR
obloZene tablete
SUMAMED 500 mg not available H/92/01472/003 PLIVA LJUBLJANA D.O.0O.; Sl
filmsko obloZene tablete
Sumamed 500 mg not available OGYI-T-5272/05 TEVA GYOGYSZERGYAR ZRT | HU
filmtabletta
SUMAMED 500 mg infuze | not available 15/223/03-C TEVA PHARMACEUTICALS cz
prasek pro infuzni roztok CR, S.R.O.
Sumamed 500 mg not available LT/1/94/0529/004 TEVA PHARMA B.V. LT

plévele dengtos tabletés
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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
Sumamed 500 mg not available LT/1/94/0529/003 TEVA PHARMA B.V. LT

plévele dengtos tabletés

SUMAMED 500 mg not available 15/351/92-B/C TEVA PHARMACEUTICALS cz
potahované tablety CR, S.R.O.

Sumamed 500 mg prasSak | not available HR-H-261024118 PLIVA HRVATSKA D.O.O. HR
za koncentrat za otopinu

za infuziju

SUMAMED 500 mg prasek | not available H/92/01472/007 PLIVA LJUBLJANA D.O.0O.; Sl

za raztopino za
infundiranje

Sumamed forte 200 mg/5 | not available LT/1/94/0529/007 TEVA PHARMA B.V. LT
ml milteliai geriamajai
suspensijai

Sumamed forte 200 mg/5 | not available LT/1/94/0529/006 TEVA PHARMA B.V. LT
ml milteliai geriamajai
suspensijai

Sumamed forte 200 mg/5 | not available LT/1/94/0529/008 TEVA PHARMA B.V. LT
ml milteliai geriamajai
suspensijai

Sumamed forte 200 mg/5 | not available OGYI-T-5272/02 TEVA GYOGYSZERGYAR ZRT | HU
ml por sziruphoz

Sumamed forte 200 mg/5 | not available OGYI-T-5272/08 TEVA GYOGYSZERGYAR ZRT | HU
ml por sziruphoz
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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

Sumamed forte 200 mg/5 | not available HR-H-096865641 PLIVA HRVATSKA D.O.O. HR

ml prasak za oralnu

suspenziju

Sumamed forte 200 mg/5 | not available HR-H-096865641 PLIVA HRVATSKA D.O.O. HR

ml prasak za oralnu

suspenziju

Sumamed Forte 200 not available 8767/2016/01-02-03 PLIVA LJUBLJANA D.O.O.; RO

mg/5 ml pulbere pentru
suspensie orald

Sumamed forte 200 mg/5 | not available 00-0864 TEVA PHARMA B.V. LV
ml pulveris iekskigi
lietojamas suspensijas

pagatavosanai

Sumamed forte praSok na | not available 15/0352/92-C/S TEVA PHARMACEUTICALS SK
sirup SLOVAKIA S.R.O

SUMAMED forte sirup not available 15/352/92-B/C TEVA PHARMACEUTICALS cz
prasek pro peroralni CR, S.R.O.

suspenzi

SUMAMED FORTE, 200 not available 357201 TEVA PHARMA B.V. EE

mg/5 ml suukaudse
suspensiooni pulber

SUMAMED forte, 200 not available 7422 TEVA PHARMACEUTICALS PL
mg/5 ml, proszek do POLSKA SP. Z O.0.

sporzadzania zawiesiny

doustnej
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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

Sumamed prasok na not available 15/0352/92-C/S TEVA PHARMACEUTICALS SK
sirup SLOVAKIA S.R.O
Sumamed S 500 mg not available HR-H-732776477 PLIVA HRVATSKA D.O.O. HR
filmom obloZene tablete
SUMAMED S 500 mg not available H/92/01472/004 PLIVA LJUBLJANA D.O.O.; Sl
filmsko obloZene tablete
Sumamed S 500 mg not available OGYI-T-5272/06 TEVA GYOGYSZERGYAR ZRT HU
filmtabletta
SUMAMED sirup prasek not available 15/352/92-A/C TEVA PHARMACEUTICALS Ccz
pro peroralni suspenzi CR, S.R.O.
SUMAMED STD not available 15/249/02-C TEVA PHARMACEUTICALS cz
potahované tablety CR, S.R.O.
Sumamed tvrdé kapsuly not available 15/0226/90-C/S TEVA PHARMACEUTICALS SK

SLOVAKIA S.R.O
SUMAMED tvrdé tobolky not available 15/226/90-C TEVA PHARMACEUTICALS cz

CR, S.R.O.
SUMAMED za otroke 20 not available H/92/01472/005 PLIVA LJUBLJANA D.O.O.; Sl

mg/ml prasSek za
peroralno suspenzijo
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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

SUMAMED, 100 mg/5 ml not available 357101 TEVA PHARMA B.V. EE

suukaudse suspensiooni

pulber

SUMAMED, 100 mg/5 ml, | not available 7421 TEVA PHARMACEUTICALS PL

proszek do sporzadzania POLSKA SP. Z O.0O.

zawiesiny doustnej

Sumamed, 125 mg, not available 8462 TEVA PHARMACEUTICALS PL

tabletki powlekane POLSKA SP. Z O.O.

SUMAMED, 250 mg not available 292599 TEVA PHARMA B.V. EE

kévakapslid

Sumamed, 250 mg, not available 7423 TEVA PHARMACEUTICALS PL

kapsutki twarde POLSKA SP. Z O.0.

SUMAMED, 500 mg not available 292499 TEVA PHARMA B.V. EE

6hukese

polumeerikattega tabletid

SUMAMED, 500 mg, not available 9016 TEVA PHARMACEUTICALS PL

proszek do sporzadzania POLSKA SP. Z O.0.

roztworu do infuzji

Sumamed, 500 mg, not available 7424 TEVA PHARMACEUTICALS PL

tabletki powlekane POLSKA SP. Z O.O.

TROZOCINA 2 g not available 027948102 SIGMA-TAU INDUSTRIE IT

granulato per
sospensione orale a
rilascio prolungato

FARMACEUTICHE RIUNITE
S.P.A.
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

TROZOCINA 200 mg/5 ml | not available 027948052 SIGMA-TAU INDUSTRIE IT
polvere per sospensione FARMACEUTICHE RIUNITE
orale S.P.A.
TROZOCINA 200 mg/5 ml | not available 027948076 SIGMA-TAU INDUSTRIE IT
polvere per sospensione FARMACEUTICHE RIUNITE
orale S.P.A.
TROZOCINA 250 mg not available 027948049 SIGMA-TAU INDUSTRIE IT
capsule rigide FARMACEUTICHE RIUNITE

S.P.A.
TROZOCINA 500 mg not available 027948064 SIGMA-TAU INDUSTRIE IT
compresse rivestite con FARMACEUTICHE RIUNITE
film S.P.A.
TROZOCINA 500 mg not available 027948090 SIGMA-TAU INDUSTRIE IT
polvere per soluzione per FARMACEUTICHE RIUNITE
infusione S.P.A.
TROZOCINA Avium 600 not available 027948088 SIGMA-TAU INDUSTRIE IT
mg compresse rivestite FARMACEUTICHE RIUNITE
con film S.P.A.
Ultreon® 600 mg not available 37344.00.00 PFIZER PHARMA PFE GMBH DE
Filmtabletten
Zetamax, 2 g, granulat o | PT/H/0146/001 15609 PFIZER EUROPE MA EEIG PL
przedtuzonym uwalnianiu
do sporzadzania
zawiesiny doustnej
ZITHROMAX not available 19592 PFIZER HELLAS, A.E. CcY
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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
Zithromax 2 g granulado | PT/H/0146/001 5017827 LABORATORIOS PFIZER, PT
de libertagéo prolongada LDA.
para suspenséao oral
Zithromax 2 g granulado PT/H/0146/001 5017827 LABORATORIOS PFIZER, PT
de libertagéo prolongada LDA.
para suspenséao oral
Zithromax 200 mg in 5 not available MA505/03901 PFIZER HELLAS, A.E. MT
ml suspension
Zithromax 200 mg in 5 not available PL 00057/0336 PFIZER LIMITED UK
ml suspension
Zithromax 200 mg/5 ml - | not available 1-20313 PFIZER CORPORATION AT
Trockensaft AUSTRIA GESELLSCHAFT

M.B.H.

ZITHROMAX 200 mg/5 ml | not available 41167/10/31-05-2011 PFIZER HELLAS, A.E. GR
KOVIC yia ndoIho
evaiwpnua
ZITHROMAX 200 mg/5ml | not available 16336 PFIZER HELLAS, A.E. CY
KOVIG YIa NOCIHO
evaiwpnua
ZITHROMAX 250 mg not available MA505/03902 PFIZER HELLAS, A.E. MT
CAPSULES
ZITHROMAX 250 mg not available PL 00057/0335 PFIZER LIMITED UK

CAPSULES
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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

ZITHROMAX 250 mg not available 12016 PFIZER OY Fl

filmdragerade tabletter

azitromycin

Zithromax 250 mg not available 12016 PFIZER OY FI

tabletti,

kalvopaallysteinen

ZITHROMAX 250 mg not available 44407/5-11-2009 PFIZER HELLAS, A.E. GR

EMNIKAAUPPEVA PE AENTO

UMEévio diokia

ZITHROMAX 250 mg not available 44405/5-11-2009 PFIZER HELLAS, A.E. GR

Kawdakia okAnpa

ZITHROMAX 250 mg, not available 34009 351 77490 PFIZER HOLDING FRANCE FR

comprimé pelliculé (S.C.A)

ZITHROMAX 250 mg, not available 34009 351 7732 2 PFIZER HOLDING FRANCE FR

comprimé pelliculé (S.C.A)

Zithromax 250, tabletten not available RVG 19432 PFIZER B.V. NL

250 mg

ZITHROMAX 40 mg/ml not available 34009 356 564 2 1 PFIZER HOLDING FRANCE FR

ENFANTS, poudre pour

suspension buvable

ZITHROMAX 40 mg/ml not available 34009 356 565 9 9 PFIZER HOLDING FRANCE FR

ENFANTS, poudre pour
suspension buvable
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
ZITHROMAX 40 mg/ml not available 34009 356 561 3 1 PFIZER HOLDING FRANCE FR
ENFANTS, poudre pour
suspension buvable
ZITHROMAX 40 mg/ml not available 34009 356 563 6 0 PFIZER HOLDING FRANCE FR
ENFANTS, poudre pour
suspension buvable
Zithromax 40 mg/ml not available 11615 PFIZER OY FI
jauhe oraalisuspensiota
varten
Zithromax 40 mg/ml pé not available 3969581 LABORATORIOS PFIZER, PT
para suspenséao oral LDA.
Zithromax 40 mg/ml pé not available 4576286 LABORATORIOS PFIZER, PT
para suspenséao oral LDA.
Zithromax 40 mg/ml pé not available 2248284 LABORATORIOS PFIZER, PT
para suspenséo oral LDA.
Zithromax 40 mg/ml p6 not available 2248383 LABORATORIOS PFIZER, PT
para suspenséo oral LDA.
ZITHROMAX 40 mg/ml not available 11615 PFIZER OY Fl
pulver till oral suspension
azitromycin
Zithromax 500 mg - not available 1-21939 PFIZER CORPORATION AT

Filmtabletten

AUSTRIA GESELLSCHAFT
M.B.H.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Zithromax 500 mg not available 4576385 LABORATORIOS PFIZER, PT
comprimido revestido por LDA.
pelicula
Zithromax 500 mg not available 2521284 LABORATORIOS PFIZER, PT
comprimido revestido por LDA.
pelicula
ZITHROMAX 500 mg not available 12017 PFIZER OY Fl
filmdragerade tabletter
azitromycin
Zithromax 500 mg not available 12017 PFIZER OY FI
tabletti,
kalvopaallysteinen
ZITHROMAX 500 mg not available 44409/5-11-2009 PFIZER HELLAS, A.E. GR
EMNIKAAUPHEVA PE AENTO
UMEvVIO diokia
Zithromax 500, tabletten not available RVG 19433 PFIZER B.V. NL
500 mg
Zithromax Capsules 250 not available PA 19/47/1 PFIZER LIMITED IE
mg
Zithromax i.v. 500 mg — not available 1-24636 PFIZER CORPORATION AT
Pulver zur Herstellung AUSTRIA GESELLSCHAFT
einer Infusionslésung M.B.H.
Zithromax IV 500 mg not available 16152 PFIZER OY FI

infuusiokuiva-aine,
liuosta varten
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Zithromax IV 500 mg p6 not available 3496982 LABORATORIOS PFIZER, PT
para solucao para LDA.
perfusédo
Zithromax IV 500 mg p6 not available 5462569 LABORATORIOS PFIZER, PT
para solucao para LDA.
perfusédo
ZITHROMAX IV 500 mg not available 16152 PFIZER OY Fl
pulver till
infusionsvétska, 16sning
azitromycin
ZITHROMAX MONODOSE | not available 34009 351 77780 PFIZER HOLDING FRANCE FR
250 mg, comprimé (S.C.A)
pelliculé
ZITHROMAX MONODOSE | not available 34009 351 778 4 1 PFIZER HOLDING FRANCE FR
250 mg, comprimé (S.C.A)
pelliculé
Zithromax Powder for not available PA 19/47/2 PFIZER LIMITED IE
Oral Suspension 200
mg/5 ml
ZITHROMAX, not available 44411/5-11-2009 PFIZER HELLAS, A.E. GR
500mg/@1aAidio, KOVIG yid
S1dAupa npog £yxuaon
Zithromax, suspensie not available RVG 14999 PFIZER B.V. NL
(poeder voor) 200 mg/5
ml
Zithromax® 250 mg not available 37174.00.00 PFIZER PHARMA PFE GMBH DE

Filmtabletten
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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

Zithromax® 500 mg not available 37174.01.00 PFIZER PHARMA PFE GMBH DE

Filmtabletten

Zithromax® i.v. 500 mg not available 37174.00.01 PFIZER PHARMA PFE GMBH DE

Pulver zur Herstellung

einer Infusionslésung

Zithromax® Trockensaft not available 25156.00.01 PFIZER PHARMA PFE GMBH DE

200 mg/5 ml, Pulver zur

Herstellung einer

Suspension zum

Einnehmen

Zitinn 250 mg NL/H/2400/001 OGYI-T-22373/01-04 ACTAVIS GROUP PTC EHF. HU

filmtabletta

Zitrocin 100 mg/5 ml por | not available OGYI-T-9027/03 TEVA MAGYARORSZAG ZRT HU

sziruphoz

Zitrocin 250 mg kemény not available OGYI-T-9027/04 TEVA GYOGYSZERGYAR ZRT HU

kapszula

Zitrocin 500 mg not available OGYI-T-9027/05 TEVA GYOGYSZERGYAR ZRT | HU

filmtabletta

Zitrocin forte 200 mg/5 not available OGYI-T-9027/02 TEVA GYOGYSZERGYAR ZRT | HU

ml por sziruphoz

Zitrocin forte 200 mg/5 not available OGYI-T-9027/07 TEVA GYOGYSZERGYAR ZRT | HU

ml por sziruphoz
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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

Zitrocin S 500 mg not available OGYI-T-9027/06 TEVA GYOGYSZERGYAR ZRT HU

filmtabletta

ZITROMAX 100 mg not available 027860081 PFIZER ITALIA S.R.L. IT

polvere per sospensione

orale

ZITROMAX 1000 mg not available 60.065 PFIZER, S.L. ES

polvo para suspension
oral en sobre

ZITROMAX 150 mg not available 027860093 PFIZER ITALIA S.R.L. IT
polvere per sospensione
orale

ZITROMAX 2 g granulato not available 027860168 PFIZER ITALIA S.R.L. IT
per sospensione orale a
rilascio prolungato

ZITROMAX 200 mg not available 027860105 PFIZER ITALIA S.R.L. IT
polvere per sospensione
orale

ZITROMAX 200 mg/5 ml not available BE165961 PFIZER S.A. (BELGIUM) BE
Poeder voor orale
suspensie

ZITROMAX 200 mg/5 ml not available 027860055 PFIZER ITALIA S.R.L. IT
polvere per sospensione
orale

ZITROMAX 200 mg/5 ml not available 027860079 PFIZER ITALIA S.R.L. IT
polvere per sospensione
orale
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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

ZITROMAX 200 mg/5 ml
polvere per sospensione
orale

not available

027860067

PFIZER ITALIA S.R.L.

IT

ZITROMAX 200 mg/5 ml
polvere per sospensione
orale

not available

027860028

PFIZER ITALIA S.R.L.

ZITROMAX 200 mg/5 ml
polvo para suspension
oral en frasco

not available

59.615

PFIZER, S.L.

ES

ZITROMAX 200 mg/5 ml
Poudre pour suspension
buvable

not available

2011111331

PFIZER S.A. (BELGIUM)

LU

Zitromax 200 mg/5 ml
Pulver zur Herstellung
einer Suspension zum
Einnehmen

not available

BE165961

PFIZER S.A. (BELGIUM)

BE

Zitromax 200 mg/5 ml
Pulver zur Herstellung
einer Suspension zum
Einnehmen Azithromycin

not available

2011111331

PFIZER S.A. (BELGIUM)

LU

ZITROMAX 200 mg/5ml
Poudre pour suspension
buvable

not available

BE165961

PFIZER S.A. (BELGIUM)

BE

ZITROMAX 250 mg
capsulas duras

not available

59.616

PFIZER, S.L.

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
ZITROMAX 250 mg not available 027860016 PFIZER ITALIA S.R.L. IT
capsule rigide
ZITROMAX 250 mg not available BE193261 PFIZER S.A. (BELGIUM) BE
Comprimés pelliculés
ZITROMAX 250 mg not available 1998080024 PFIZER S.A. (BELGIUM) LU
Comprimés pelliculés
ZITROMAX 250 mg not available BE193261 PFIZER S.A. (BELGIUM) BE
Filmomhulde tabletten
Zitromax 250 mg not available BE193261 PFIZER S.A. (BELGIUM) BE
Filmtabletten
Zitromax 250 mg not available 1998080024 PFIZER S.A. (BELGIUM) LU
Filmtabletten
Azithromycin
Zitromax 250 mg not available 970281 PFIZER APS IS
filmuhuoadar toflur
ZITROMAX 250 mg polvo | not available 59.620 PFIZER, S.L. ES
para suspension oral en
sobre
ZITROMAX 300 mg not available 027860117 PFIZER ITALIA S.R.L. IT

polvere per sospensione
orale
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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
Zitromax 40 mg/ml not available 920013 PFIZER APS IS
mixtdruduft, dreifa
ZITROMAX 400 mg not available 027860129 PFIZER ITALIA S.R.L. IT
polvere per sospensione
orale
ZITROMAX 500 mg not available 027860042 PFIZER ITALIA S.R.L. IT
compresse rivestite con
film
ZITROMAX 500 mg not available BE193243 PFIZER S.A. (BELGIUM) BE
Comprimés pelliculés
ZITROMAX 500 mg not available 2011111333 PFIZER S.A. (BELGIUM) LU
Comprimés pelliculés
ZITROMAX 500 mg not available 61.272 PFIZER, S.L. ES
comprimidos recubiertos
con pelicula
ZITROMAX 500 mg not available BE193243 PFIZER S.A. (BELGIUM) BE
Filmomhulde tabletten
Zitromax 500 mg not available BE193243 PFIZER S.A. (BELGIUM) BE
Filmtabletten
Zitromax 500 mg not available 2011111333 PFIZER S.A. (BELGIUM) LU

Filmtabletten
Azithromycin
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MRP/DCP
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number
Zitromax 500 mg not available 970282 PFIZER APS IS
filmuhadadar toflur
Zitromax 500 mg not available 1S/1/02/106/01 PFIZER APS IS
innrennslisstofn, lausn
ZITROMAX 500 mg not available 027860156 PFIZER ITALIA S.R.L. IT
polvere per soluzione per
infusione
ZITROMAX 500 mg polvo | not available 64.834 PFIZER, S.L. ES
para solucioén para
perfusion
ZITROMAX 500 mg polvo | not available 60.066 PFIZER, S.L. ES
para suspension oral en
sobre
ZITROMAX 600 mg not available BE193252 PFIZER S.A. (BELGIUM) BE
Comprimés pelliculés
ZITROMAX 600 mg not available 2011111334 PFIZER S.A. (BELGIUM) LU
Comprimés pelliculés
ZITROMAX 600 mg not available BE193252 PFIZER S.A. (BELGIUM) BE
Filmomhulde tabletten
Zitromax 600 mg not available BE193252 PFIZER S.A. (BELGIUM) BE

Filmtabletten
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Member State where
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number
Zitromax 600 mg not available 2011111334 PFIZER S.A. (BELGIUM) LU
Filmtabletten
Azithromycin
ZITROMAX Avium 600 mg | not available 027860143 PFIZER ITALIA S.R.L. IT
compresse rivestite con
film
Zitromax UNO fordakyrni | not available 1S/1/05/134/01 PFIZER APS IS
fyrir mixtaru, dreifu
Zitromax UNO, not available 37612 PFIZER APS DK
depotgranulat til oral
suspension
Zitromax, filmovertrukne | not available 18479 PFIZER APS DK
tabletter
Zitromax, filmovertrukne | not available 19118 PFIZER APS DK
tabletter
Zitromax, filmovertrukne not available 19117 PFIZER APS DK
tabletter
Zitromax, Pulver til not available 32123 PFIZER APS DK
koncentrat til
infusionsveeske,
oplgsning
Zitromax, pulver til oral not available 14083 PFIZER APS DK

suspension
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Authorisation
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Member State where
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number
Zmax 2 g retard PT/H/0146/001 OGYI-T-20770/01 PFIZER KFT. HU
granulatum belsdleges
szuszpenziéhoz
A3nbuoTt 20 mg/ml npax SK/H/0148/003 20170121 KRKA, D.D., NOVO MESTO BG
3a nepopasnHa CycneHsus
3nMakc 2 g rpaHynam c not available 20060293 PFIZER EUROPE MA EEIG BG
YABIXKEHO
ocBoboxaaBaHe 3a
nepopasnHa cycneHs3us
Cymamep 250 mg not available 20000866 ECOPHARM GROUP BG
Kancynum, TBbpaun
CYMAMEZA 500 mg npax not available 20010799 TEVA PHARMACEUTICALS BG
3@ MH(DY3MOHEH pa3TBOp BULGARIA EOOD
Cymameg 500 mg not available 20010175 ECOPHARM GROUP BG
dunMupaHu Tabnetkum
Cymamep cupon not available 20000867 ECOPHARM GROUP BG
100mg/5ml npax 3a
nepopanHa CycneHs3us
Cymamepg cdopTe cmpon not available 20010176 ECOPHARM GROUP BG

200mg/5ml npax 3a
nepopasnHa CycneHsus
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