EUROPEAN MEDICINES AGENCY

CIENCE MEDICINES HEALTH

29 September 2022
EMA/638586/2022
Human Medicines Division

List of nationally authorised medicinal products

Active substance(s): zanamivir (except for centrally authorised products)

Procedure No. PSUSA/00003141/202201

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2022. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact

Product Name (in MRP/DCP National Authorisation MAH of product in the member | Member State where

authorisation country) Authorisation Number state product is authorised
number

Relenza Rotadisks 5 SE/H/0180/001 1-23120 GLAXOSMITHKLINE PHARMA AT

mg/Dosis - einzeldosiertes GMBH.

Pulver zur Inhalation

RELENZA 5 mg/dosis, SE/H/0180/001 BE 205231 GLAXOSMITHKLINE BE

inhalatiepoeder, PHARMACEUTICALS SA

voorverdeeld

RELENZA 5 mg/Dosis, SE/H/0180/001 BE 205231 GLAXOSMITHKLINE BE

einzeldosiertes Pulver zur PHARMACEUTICALS SA

Inhalation

Relenza 5 mg/dose, poudre | SE/H/0180/001 BE 205231 GLAXOSMITHKLINE BE

pour inhalation en récipient PHARMACEUTICALS SA

unidose

Relentsa 5 mg/doza, prakh not available 20010521 GLAXOSMITHKLINE (IRELAND) BG

za inkhalatsiya, LIMITED

predvaritelno doziran

Relenza, 5 mg/davka, SE/H/0180/001 42/445/00-C GLAXOSMITHKLINE (IRELAND) cz

davkovany prasek k inhalaci LIMITED

Relenza 5 mg/Dosis, SE/H/0180/001 45815.00.00 GLAXOSMITHKLINE GMBH & CO. DE

einzeldosiertes Pulver zur KG

Inhalation

Relenza, inhalationspulver, SE/H/0180/001 30685 GLAXOSMITHKLINE PHARMA A/S DK

afdelt

Relenza, 5 mg/annuses, SE/H/0180/001 280499 GLAXOSMITHKLINE TRADING EE

annustatud inhaleeritav SERVICES LIMITED

pulber

Relenza 5 mg/dosis polvo SE/H/0180/001 62.712 GLAXOSMITHKLINE S.A. ES

para inhalacién (unidosis)

Relenza 5 mg/dos, SE/H/0180/001 13990 GLAXOSMITHKLINE QY FI

inhalationspulver, avdelad

dos

Relenza 5 mg/annos SE/H/0180/001 13990 GLAXOSMITHKLINE OY FI

inhalaatiojauhe, annosteltu

RELENZA 5 mg/dose, SE/H/0180/001 NL24551 LABORATOIRE GLAXOSMITHKLINE | FR

poudre pour inhalation en
récipient unidose
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authorisation country) Authorisation Number state product is authorised
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Relenza 5 mg/d0an, KOVIG SE/H/0180/001 2452701 GLAXOSMITHKLINE SINGLE GR

yla €lonvor, o€ dO0EIC MEMBER A.E.B.E.

Relenza 5 mg/dozi, prasak not available HR-H-442926310 GLAXOSMITHKLINE TRADING HR

inhalata, dozirani SERVICES LIMITED

Relenza 5 mg/adag, adagolt | SE/H/0180/001 OGYI-T-20325/01 GLAXOSMITHKLINE TRADING HU

inhalaciods por SERVICES LIMITED

Relenza 5mg/dose, SE/H/0180/001 PA 1077/11/1 GLAXOSMITHKLINE (IRELAND) 1IE

inhalation powder, pre- LIMITED

dispensed.

Relenza 5 mg/skammt SE/H/0180/001 990042 GLAXOSMITHKLINE PHARMA A/S IS

innédndunarduft, afmeeldir

skammtar.

Relenza 5 mg/dose polvere SE/H/0180/001 034497014 GLAXOSMITHKLINE S.P.A. IT

per inalazione in contenitore

monodose.

RELENZA 5 mg/dose SE/H/0180/001 034497026 GLAXOSMITHKLINE S.P.A. IT

polvere per inalazione in

contenitore monodose

Relenza 5 mg/dozeje SE/H/0180/001 LT/1/07/0769/001 GLAXOSMITHKLINE TRADING LT

dozuoti ikvepiamieji milteliai SERVICES LIMITED

Relenza 5 mg/dozeje SE/H/0180/001 LT/1/07/0769/002 GLAXOSMITHKLINE TRADING LT

dozuoti ikvepiamieji milteliai SERVICES LIMITED

RELENZA 5 mg/Dosis, SE/H/0180/001 0260/09/10/0597 GLAXOSMITHKLINE LU

einzeldosiertes Pulver zur PHARMACEUTICALS SA

Inhalation

Relenza 5 mg/dose, poudre | SE/H/0180/001 0260/09/10/0597 GLAXOSMITHKLINE LU

pour inhalation en récipient PHARMACEUTICALS SA

unidose

Relenza 5 mg/ deva, dozets | SE/H/0180/001 07-0088 GLAXOSMITHKLINE TRADING LV

inhalacijas pulveris SERVICES LIMITED

Relenza 5mg/dose, SE/H/0180/001 MA192/03001 GLAXOSMITHKLINE (IRELAND) MT

inhalation powder, pre- LIMITED

dispensed

Relenza 5 mg/dosis, SE/H/0180/001 RVG 24094 GLAXOSMITHKLINE B.V. NL

inhalatiepoeder,
voorverdeeld
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Relenza 5 mg/dose SE/H/0180/001 06-4537 GLAXOSMITHKLINE AS NO

inhalasjonspulver,

dosedispensert.

Relenza, 5 mg/dawke SE/H/0180/001 14008 GLAXOSMITHKLINE (IRELAND) PL

proszek do inhalacji, LIMITED

podzielony

Relenza 5 mg/dose, p6 para | SE/H/0180/001 2944387 GLAXO WELLCOME PT

inalagao, em recipiente FARMACEUTICA, LDA

unidose.

Relenza 5 mg/dose, p6 para | SE/H/0180/001 2944486 GLAXO WELLCOME PT

inalagao, em recipiente FARMACEUTICA, LDA

unidose.

Relenza 5 mg pulbere not available 537/2008/01 GLAXOSMITHKLINE (IRELAND) RO

unidoza de inhalat LIMITED

Relenza 5 mg pulbere not available 537/2008/02 GLAXOSMITHKLINE (IRELAND) RO

unidoza de inhalat LIMITED

Relenza 5 mg/dos, SE/H/0180/001 14997 GLAXOSMITHKLINE AB SE

inhalationspulver, avdelad

dos

Relenza 5 mg/odmerek, SE/H/0180/001 H/00/01329/002 GLAXOSMITHKLINE TRADING SI

odmerjeni prasek za SERVICES LIMITED

inhaliranje

Relenza 5 mg/odmerek, SE/H/0180/001 H/00/01329/001 GLAXOSMITHKLINE TRADING SI

odmerjeni prasek za SERVICES LIMITED

inhaliranje

Relenza 5 mg/davka SE/H/0180/001 42/0084/07-S GLAXOSMITHKLINE TRADING SK

davkovany inhalacny prasok SERVICES LIMITED

inhalacny prasok

Relenza 5mg/dose, SE/H/0180/001 PL 10949/0327 GLAXO WELLCOME UK LTD XI

inhalation powder, pre-
dispensed.
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