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(DEP/\RTMEVT OF HEALTH AND HUMAN SERVICES

E*a-,
iz Food and Drug Administration

Silver Spring MD 20993

NDA 000000
NDA APPROVAL

XXX, Inc.

Attention: XXX, PharmD
Address

Dear Dr. XXX:

Please refer to your New Drug Application (NDA) dated and received November 16, 2017,
submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act (FDCA)
for XXX

This new drug application provides for the use of XXX for the treatment of XXX.

We have completed our review of this application, as amended. It is approved, effective on the
date of this letter, for use as recommended in the enclosed agreed-upon labeling text.
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Certificate / Certifiaado / Certificat / Cartificado.:
Regquest / Solicitind /' Demande /' Pedido:

Certificate of a Medicinal Product
Certificado de Medicamento
Certificat de Médicament
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Regional certifying authority / Autoridad reglonal de certificacidn f Autorité régionale de
certification / Autoridade regional de certificagdo:

Euwropean Union / Unién Evropea / Union Eurepéenne / Unido Europelaa:

Belgium, Bulgaria, Czechia, Denmark, Germany, Estonla, Ireland, Greece, Spaln, France,
Croatia, Italy, Cyprus, Latwia, Lithuania, Luxembourg, Hungary, Malta, Netherlands,
Austria, Peland, Portugal, Remanla, Slovenia, Slovakia, Finland, Sweden and United
Kingdom {MNorthern Ireland)

Bélgica, Bulgaris, Repiblica Checa, Dim, ca, Al ia, Estonia, Inanda, Grecia,
Espaifia, Francia, Croacia, Italla, Chipre, Letonia, Litvania, Luxemburge, Hungria, Malta,
Paises Bajos, Austria, Polonia, Portugal, Rumania, Eslovenia, Eslovaquia, Finlandla,
Swecia y Reino Unido (Irlanda del Norte)

Belgique, Bulgarie, Tehéguie, Danemark, Allemagne, Estonie Irfande, Gréce, Espagne,
France Croatie, Italie, Chypre, Lettonie, Lituanle, Luxembourg, Hongrie, Malte Pays-
Bas, Autriche, Pologne, Portugal, Roumanie, Slovénle, Slovagule, Finlands Suéde et
Raymmeal.!nll (Iriande du Nord)

Béigica, Bulgdria, Chégula, Dinamarca, Alemanha, Esténla, Irlanda, Grécia, Espanha,
Franc¢a, Crodcia Itdlla Chipre, Leténia, Litudnia, Luxemburgo, Hungria, Malta, Paises
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Reine Unide (Irlanda do Norte)

For the UK, 25 from 1.1.2021, EU Lyw Jppikes only 1o the terrlory of Northern Ireland (NI 0 the extant fvesssn i the
Froiocol on [eeland/NI § En el caso del Relno Unido, desde o 1 de enero de 2021, o) Derecho de ba Unin Eumpes sob == aplicy
2 teitorks de Iriands del Norte (TN) seqin ko esgpulado &n el Fooooka sobne Tnbnds/TN / Four ke Royaume-Und, & mmpter du
Ter Janvier 2021, ke drolt communaufale de I'UE 5" applique uniguement au ferriloire de M'ifande du Mord (TN} dans b mesure
prévus nar ke Probomole s ITrisn de/TN f Mo Bedno Unido, 3 parthrde 1.1 3021, o direiin da UnBo aplics-se spenss 20 derritdns
o Jriands do Marte (TN}, Ny madias prevists no Frohorol reketivo 3 T da/Ty

Importing (requesting) country f Pais importador (solicitante) f Pays importateur (demandeur) /
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