() = Rapporteur country. AT = Austria, BE = Belgium, DK = Denmark, ES = Spain, FI = |

DE = Germany, IE = Ireland, | = Italy, LT = Lithuania, NL = Netherlands, P = Portugal, S

IS = Iceland, HU = Hungary

A Abaloparatide Eladynos
Abrocitinib Cibingo
Acalabrutinib Calquence

Acitretin

Neotigason (UK)

Aclidinium bromide

Bretaris Genuair (UK)

Aclidinium bromide

Eklira Genuair (UK)

Aclidinium bromide/formoterol fumarate

Brimicar Genuair (UK)

dihydrate

gﬂ;(:g?;:? bromide/formoterol fumarate Duaklir Genuair (UK)
Adagrasib Krazati
Adalimumab Amsparity (SE)
Adalimumab Hukyndra
Adalimumab Hulio (SE)
Adalimumab Libmyris
Adalimumab Yuflyma
Afamelanotide Scenesse (DE)
aflibercept Yesafili
Alemtuzumab Lemtrada (DK)
Alitretinoin Toctino (UK)

Allergen extract from house dust mites
(Dermatophagoides pteronyssinus and
Dermatophagoides farinae)

Orylmyte

Allergen extract of pollen from Birch

Sublivac Birke

Allergen extract of pollen from Birch,
Alder and Hazel

Sublivac Baume

Alpelisib

Pigray (NL)

Amifampridine

Firdapse (UK)




Amivantamab Rybrevant
Andexanet alfa Ondexxya
Angiotensin Il acetate Giapreza(NL)
anifrolumab Saphnelo
anti-human T-lymphocyte immunglobulin  |Atgam

Artesunate

Artesunate Amivas

asciminib

Scemblix

Asfotase alfa

Strensiqg (UK)

Ataluren Translarna (NL)
atogepant AQUIPTA
autologous anti-CD19-transduced CD3+ |Tecartus

cells

autologous CD34+ cell enriched Libmeldy

population that contains hematopoietic
stem and progenitor cells transduced ex
Vivo using a lentiviral vector encoding the
human arylsulfatase A gene

Autologous CD34+ enriched cell fraction th|Strimvelis
avacopan Tavneos
avalglucosidase alfa Nexviadyme
Avapritinib AYVAKYT (NL)
Avatrombopag Doptelet
Avelumab Bavencio
Axicabtagene ciloleucel Yescarta (DK)
Baloxavir marboxil Xofluza

Bedaquiline Sirturo (SE)
belantamab mafodotin Blenrep (SE)
Belimumab Benlysta (SE)
belzutifan Welireg
Bempedoic acid Nilemdo
Bempedoic acid / ezetimibe Nustendi
Berotralstat Orladeyo
Bevacizumab Abevmy
Bevacizumab Alymsys
Bevacizumab Aybintio (DK)
Bevacizumab Oyavas
bevacizumab VEGZELMA
Bimekizumab Bimzelx
Blinatumomab Blincyto (FR)
botulinum toxin type A Nuceiva

Brolucizumab

Beovu (DE)




budesonide Kinpeygo
bulevirtide Hepcludex (PL)
Buprenorphine Sixmo (IE)
Burosumab Crysvita

C1 inhibitor (human)

Cinryze (DE)

Cabotegravir Vocabria
cabotegravir Apretude
capmatinib Tabrecta
Casirivimab/imdevimab Ronapreve
Cefiderocol Fetcroja
Cemiplimab LIBTAYO (NL)
Cenobamate Ontozry
Cerliponase alfa Brineura

Chenodeoxycholic acid

Chenodeoxycholic acid sigma-
tau (PL)

Chlormadinone Ethinylestradiol, Chlormadi

Combined hormonal
contraceptives containing
chlormadinone (For full list of
products see Annex IX)

Cholera vaccine (recombinant, live, oral)

Vaxchora

Cholic acid

Orphacol (UK)

chorionic gonadotropin

Choriongonadotrophin
Genevrier

Cidofovir 75 mg/ml Concentrate for
Solution for Infusion

Cidofovir

Cilostazol

Cilostazol-containing
medicinal products (For full
product list see Annex VIl in
AM lists)

ciltacabtagene autoleucel Carvykti
Cipaglucosidase alfa Pombiliti
Clofarabine Evoltra (F)
COVID-19 mRNA Vaccine (nucleoside Comirnaty

modified)

COVID-19 mRNA Vaccine (nucleoside
modified)

COVID-19 Vaccine Moderna

COVID-19 vaccine (Ad26.COV2-S
[recombinant])

COVID-19 Vaccine Janssen

COVID-19 Vaccine (ChAdOx1-S
[recombinant])

COVID-19 Vaccine
AstraZeneca

COVID-19 vaccine (recombinant,
adjuvanted)

VidPrevtyn Beta




COVID-19 Vaccine (recombinant,

adjuvanted) BIMERVAX
crisantaspase Enrylaze
Crizanlizumab Adakveo
daridorexant QUVIVIQ
Darolutamide Nubega (AT)
decitabine / cedazuridine Inagovi

Defibrotide Defitelio (UK)
Delafloxacin Quofenix (HR)
Delamanid Deltyba (UK)
Dengue tetravalent vaccine (live, .
attenuated) Dengvaxia (AT)
dengue tetravalent vaccine (live,

attenuated) Qdenga
Deucravacitinib Sotyktu
Dexmedetomidine hydrochloride Dexdor (UK)
difelikefalin Kapruvia

Dinutuximab beta

Dinutuximab beta Apeiron

diphtheria, tetanus, pertussis (acellular,
component), hepatitis b (rdna),
poliomyelitis (inact.) and haemophilus
type b conjugate vaccine (adsorbed)

Hexacima (DE)

Diphtheria, tetanus, pertussis (acellular,
component), hepatitis B (rDNA),
poliomyelitis (inactivated) and
haemophilus influenzae type b conjugate
vaccine (adsorbed)

Hexyon (DE)

Dostarlimab Jemperli
Drospirenone/estetrol Drovelis
Drospirenone/estetrol Lydisilka
Duvelisib Copiktra
Ebola vaccine (MVA-BN-Filo

[recombinant]) Mvabea
;Erst?(l)a:n v;ﬁgr?t(]a)(MVA BN-Filo Zabdeno
Ebola Zaire Vaccine [rVSVAG-ZEBOV- Ervebo
GP, live]

eculizumab Bekemv
Eculizumab Bekemv
Eculizumab Epysqli]
efgartigimod alfa Vyvgart
elacestrant ORSERDU
ELACESTRANT DIHYDROCHLORIDE KORSERDU
Eladocagene exuparvovec Upstaza

elexacaftor / tezacaftor / ivacaftor

Kaftrio (DE)




Eliglustat Cerdelga (NL)
Elosulphase alfa Vimizim (NL)
elranatamab ELREXFIO
enfortumab vedotin Padcev
enoxaparin sodium Colevance
Enoxaparin sodium Hepaxane
Enoxaparin sodium Ledraxen
enoxaparin sodium Percolozin

enoxaparin sodium

ENOXAPARINE LEDRAXEN

Entrectinib Rozlytrek (NL)
epcoritamab Tepkinly
eptacog beta (activated) Cevenfacta
eptinezumab Vyepti
Esketamine Spravato (FI)
Etanercept Nepexto (UK)
Ethinylestradiol/cyproterone acetate Dianette
Etranacogene dezaparvovec Hemgenix
Evinacumab Evkeeza
Ex vivo expanded autologous human Holoclar
corneal epithelial cells containing stem
cells
Exagamglogene autotemcel Casgevy
Faricimab Vabysmo
Fedratinib Inrebic
Fenfluramine Fintepla
FEZOLINETANT Veoza
Fidaxomicin Dificlir(SE)
Filgotinib Jyseleca (HR)
Finerenone Kerendia
Flupirtine-containing medicinal
Flupirtine products (For full product list

see Annex VI in AM lists)

fosdenopterin NULIBRY
Fostamatinib TAVLESSE
Fostemsavir Rukobia
futibatinib Lytgobi
gadopiclenol Vueway
gadopiclenol Elucirem
GADOPICLENOL Elucirem
ganaxolone ZTALMY
gefapixant Lyfnua
gilteritinib Xospata
Givosiran Givlaari




Glasdegib Daurismo
glofitamab Columvi
glucarpidase Voraxaze
Gozetotide Locametz
Guanfacine Intuniv (NL)
hepatitis B surface antigen Heplisav B
Hepatitis B vaccine (recombinant, adsorbe{PreHevbri
Histamine dihydrochloride Ceplene (IE)
Human Chorionic Gonadotrophin Ovulgone
Human normal immunoglobulin lgymune
human normal Immunoglobulin Yimmugo
Human normal immunoglobulin Xembify
ibalizumab Trogarzo
Icosapent ethyl Vazkepa
Idebenone Raxone (MT)
Idecabtagene vicleucel Abecma
Idursulfase Elaprase (UK)
Imatinib Glivec (ES)
Imipenem / cilastatin / relebactam Recarbrio (PL)
imlifidase Idefirix
Inclisiran Leqvio
inebilizumab Uplizna
Influenza vaccine (intranasal, live

attenuated) Antigens (A/H3N2, A/H1IN1, [Fluenz (F)
and B strains)

Influenza vaccine (split virion, inactivated) |Vaxigrip Tetra

Influenza vaccine (Split viron inactivated)

Fluarix Tetra(DE)

Influenza vaccine (surface antigen,
inactivated, adjuvanted)

Fluad Tetra (BE)

Influenza vaccine (surface antigen, inactiva

Flucelvax Tetra (DE)

Insulin aspart

Insulin aspart Sanofi

Insulin aspart

Kixelle

insulin aspart

Truvelog Mix

Insulin lispro Liumjev

Isatuximab Sarclisa (ES)

Isotretinoin Reticutan, Roaccutane (UK)
Ivosidenib Tibsovo

Ketoconazole

Ketoconazole HRA (ES)

larotrectinib

Vitrakvi

lasmiditan RAYVOW
Latanoprost / netarsudil Roclanda
lebrikizumab Ebglyss
Lefamulin Xenleta (C2)




lenacapavir

Sunlenca

Lenalidomide

Revlimid (F)

Levofloxacin

Quinsair (UK)

Levonorgestrel Jaydess (SE)
Linzagolix Choline Yselty
lisocabtagene maraleucel Breyanzi
Lomitapide Lojuxta (NL)
Lonafarnib Zokinvy

Lonapegsomatropin

Lonapegsomatropin Ascendis
Pharma

loncastuximab tesirine

Zynlonta

Lorlatinib

Lorviqua

Losmina, Enoksaparin Rovi, Enoxaparina
Rovi, Crusia and Arovi

Enoxaparin Becat

Lumasiran Oxlumo
Luspatercept Reblozyl
Lusutrombopag Lusutrombopag Shionogi (UK)

Lutetium (177Lu) vipivotide tetraxetan

PluvictoO

Luxturna Voretigene neparvovec
Macimorelin Aeterna
Macimorelin Zentaris(NL)
Maralixibat chloride Livmarli
maribavir LIVTENCITY
mavacamten CAMZYOS
Mecasermin Increlex (FI)
Meningococcal group A, C, W and Y conjudMenQuadfi
Methacetin LiMAXxetin
Methylphenidate hydrochloride Medikinet retard
Metreleptin Myalepta (PL)
Mirikizumab Omvoh
mitapivat Pyrukynd
mobocertinib succinate Exkivity

Modified Vaccinia Ankara virus —
Bavarian Nordic (MVA-BN) live virus

Imvanex (UK)

Molnupiravir

Lagevrio

mosunetuzumab

Lunsumio

nadroparin calcium

NADROPARINE CALCIQUE
ASPEN

Naltrexone/Bupropion Mysimba (DK)
natalizumab Tyruko
Nelarabine Atriance (DK)
Netarsudil Rhokiinsa
nirsevimab Beyfortus

nivolumab/relatlimab

Opdualag




Nonacog beta pegol Refixia
Obeticholic acid Ocaliva
Obiltoxaximab Obiltoxaximab SFL
Odevixibat Bylvay
Ofatumumab Kesimpta
olipudase alfa Xenpozyme
Onasemnogene abeparvovec Zolgensma
Osilodrosta Isturisa (ES)
Ozanimod Zeposia (ES)
Ozenoxacin Ozanex
palopegteriparatide Yorvipath
Parathyroid hormone Natpar
pegcetacoplan Aspaveli
Pegdfilgrastim Grasustek (UK)
Pegfilgrastim Nyvepria

Pegfilgrastim

Pedfilgrastim Mundipharma
(NL)

Pegfilgrastim

Pelgraz (UK)

Pedfilgrastim Stimufend
Pegunigalsidase alfa Elfabrio
Pegvaliase Palynziq
pegzilarginase Loargys
pemigatinib Pemazyre
Pertuzumab / trastuzumab Phesgo
piflufolastat (18F) Pylclari
pirtobrutinib Jaypirca
Pitolisant hydrochloride Wakix (FR)
pneumococcal polysaccharide conjugate Apexxnar

vaccine (20-valent, adsorbed)




PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 1 CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 3
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 4 CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 5
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 6A CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 7F
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 9V CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 14
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 18C CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 19A
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 19F CONJUGATED TO
CRM197, PNEUMOCOCCAL
POLYSACCHARIDE SEROTYPE 22F
CONJUGATED TO CRM197,
PNEUMOCOCCAL POLYSACCHARIDE
SEROTYPE 23F CONJUGATED TO

CRM197, PNEUMOCOCCAL
POl YSACCHARIDE SERQTYPE 33F

Vaxneuvance

Polatuzumab vedotin

Polivy (SE)

Pomalidomide

Imnovid (Pomalidomide
Celgene) (UK)

Ponesimod Ponvory

Pralsetinib Gavreto

Prasteron Intarosa

prasterone Intrarosa

Pretomanid Pretomanid FGK (NL)

Quadrivalent Inactivated Influenza
Vaccine (Split Virion)

Afluria Tetra

Quadrivalent influenza vaccine

(recombinant, prepared in cell culture) Supemtek
Quadrivalent Influenza Vaccine (Split Efluelda
Virion, Inactivated)

quizartinib VANFLYTA
Radium Ra223 dichloride Xofigo (DE)
ranibizumab Ximluci
ranibizumab Ranivisio




Ravulizumab Ultomiris (FI)
Regdanvimab Regkirona
relugolix Orgovyx
relugolix / estradiol / norethisterone Ryeqo
acetate

Remdesivir Veklury
Remimazolam Byfavo
Respiratpry Syncytial Virus (RSV) vaccine Brexvy
(recombinant, adjuvanted)

Respiratory syncytial virus vaccine

(bivzflent, r)écgmtitnant) Abrysvo
Retigabine Trobalt (DK)
Rezafungin Rezzayo
Rilpivirine REKAMBYS
rimegepant Vydura
Ripretinib Qinlock
Risankizumab Skyrizi (NL)
risdiplam Evrysdi
ritlecitinib Litfulo
ritonavir/ (1R,2S,5S)-N-((1S)-1-Cyano-2- |Paxlovid

((3S)-2-oxopyrrolidin-3-yl)ethyl)-3-((2S)-
3,3-dimethyl-2-(2,2,2-trifluoroacetamido)
butanoyl)-6,6-dimethyl-3-

azabicyclo[3.1.0]hexane-2-carboxamide

Rituximab Ruxience (DK)
Romosozumab Evenity (FR)
Roxadustat Evrenzo
Rubraca Rucaparib
Rurioctocog alfa pegol Adynovi
Sacituzamab govitecan Trodelvy
SARS-CoV-2 recombinant spike protein  |Nuvaxovid
Satralizumab Enspryng
Sebelipase alfa Kanuma
selinexor NEXPOVIO
selpercatinib Retsevmo
Selumetinib Koselugo
Semaglutide Rybelsus
semaglutide Wegovy
Setmelanotide Imcivree
Siltuximab Sylvant (ES)
Siponimod Mayzent (ES)




Sodium valproate, valproic acid, valproate §

Valproate and related
substances (sodium
valproate, valproic acid,
valproate semisodium,
valpromide-containing
medicinal products) (For full
list of products see Annex XIlII)

Solriamfetol Sunosi (HU)
somapacitan Sogroya
somatrogon Ngenla
Sotorasib Lumykras
Sotrovimab Xevudy
Spesolimab Spevigo
Standardised allergen extract from birch  [ltulazax
Susoctocog alfa Obizur (UK)
sutimlimab Enjaymo
Tabelecleucel Ebvallo
Tafamidis Vyndagel (F)
Tafasitamab Minjuvi
Tagraxofusp ELZONRIS
Talazoparib Talzenna
talquetamab TALVEY
tebentafusp KIMMTRAK
teclistamab TECVAYLI
tecovirimat monohydrate Tecovirimat SIGA
Teduglutide Revestive (DK)
Tepotinib, Tepotinib hydrochloride hydrate | Tepmetko
Teriparatide Livogiva
Teriparatide Sondelbay
teriparatide Sondelbay
teriparatide Kauliv
tezepelumab Tezspire
Tioguanin Thiosix
Tirbanibulin Klisyri
tirzepatide Mounjaro
Tisagenlecleucel Kymriah (DE)
tislelizumab Tevimbra
tixagevimab, cilgavimab Evusheld
tocilizumab Tyenne
Tocofersolan Vedrop (UK)
Tolvaptan Jinarc (UK)
Tralokinumab Adtralza

Trastuzumab

Zercepac (DE)




trastuzumab Herwenda
Trastuzumab deruxtecan Enhertu
Tremelimumab IMJUDO
Trifarotene Aklief

Trivalent Influenza Vaccine (Split Virion,
Inactivated) High Dose, suspension for
injection in pre-filled syringe

Trivalent Influenza Vaccine
(Influenza vaccine (split virion,
inactivated))

Tucatinib TUKYSA
Turoctocog alfa pegol Esperoct
Ublituximab Briumvi
Umeclidinium Rolufta

Umeclidinium bromide

Incruse (ES)

Umeclidinium bromide / vilanterol
trifenatate

Anoro (UK)

Umeclidinium bromide / vilanterol
trifenatate

Laventair (UK)

Upadacitinib Rinvoq (SE)
Vadadustat Vafseo
valoctocogene roxaparvovec Roctavian
vamorolone AGAMREE
Velmanase alfa Lamzede
Vericiguat Verquvo
Vestronidase alfa Mepsevii (DE)
voclosporin Lupkynis
Volanesorsen Waylivra
Vosoritide Voxzogo
Voxelotor Oxbryta
vutrisiran Amvuttra
Zanamivir Dectova
Zanubrutinib Brukinsa
Zilucoplan Zilbrysq




Finland, FR = France, PL = Poland
E = Sweden, UK = United Kingdom,



