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@ FDA Approves First Biosimilar to Treat Multiple Sclerosis (FDA, 2023.08.24.)

@ Package Insert - Tyruko
3 Approval Letter - Tyruko

@ ClinicalTrials.gov(Antelope(NCT04115488), MST1(NCT00027300), MS2(NCT00030966), CD1(NCT00032799),

CD2(NCT00078611), CD3(NCT00032786))
® NIH(Multiple Sclerosis, Crohn's disease)
® FDA(REMS)

HEZY Tyruko
(829 (natalizumab-sztn)
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571 2023.08.24. (FDA)

1) MS(Multiple Sclerosis, CFEMY Z31E)

4) TNF-a(Tumor Necrosis Factor-alpha) :
5) CD(Crohn's disease IZ5)
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2) CIS(Clinically isolated syndrome, &% EH=s ZZT)
3) RRMS(Relapsing-remitting Multjple Sclerosis, T 2t8}8 CHEHY Z21E)
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https://www.fda.gov/news-events/press-announcements/fda-approves-first-biosimilar-treat-multiple-sclerosis
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761322s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2023/761322Orig1s00ltr.pdf
https://www.clinicaltrials.gov/study/NCT04115488
https://www.clinicaltrials.gov/study/NCT00027300
https://www.clinicaltrials.gov/study/NCT00030966
https://classic.clinicaltrials.gov/ct2/show/NCT00032799
https://www.clinicaltrials.gov/study/NCT00078611
https://www.clinicaltrials.gov/study/NCT00032786
https://www.ninds.nih.gov/health-information/disorders/multiple-sclerosis
https://www.niddk.nih.gov/health-information/digestive-diseases/crohns-disease
https://www.fda.gov/drugs/drug-safety-and-availability/risk-evaluation-and-mitigation-strategies-rems
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- Antelope (NCT04175488, p ClinicalTrials.qovOlAl &A1= 7))

- MST1 (NCT00027300, P ClinicalTrials.qovOj Al &A= 7))

- MS2 (NCT00030966, P ClinicalTrials.qovOjAl &A1= 7))

- CD71 (NCT00032799, P ClinicalTrials.qovOj Al &A1= 7))

- CD2 (NCT00078611, p ClinicalTrials.qovOjAl &A1= 7))

- CD3 (NCT00032786, P ClinicalTrials.qovOjAl &A1= 7))
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16) PML(progressive multifocal leukoencephalopathy, X CFIXE HWEHLEET) - £/9/
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18) REMS(risk evaluation and mitigation strateqy, /& &7f A 28} FIEh - 428t pHHE
22X} o= EY 420 fef FDAT) R7E oE oHF T2 T

7| Ef

Tysabri'(natalizumab)2| & HHR{ HO|A| 22
REMS



https://www.clinicaltrials.gov/study/NCT04115488
https://classic.clinicaltrials.gov/ct2/show/NCT00027300
https://classic.clinicaltrials.gov/ct2/show/NCT00030966
https://classic.clinicaltrials.gov/ct2/show/NCT00032799
https://www.clinicaltrials.gov/study/NCT00078611
https://www.clinicaltrials.gov/study/NCT00032786



