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Veklury® 100 mg Powder for Concentrate for Solution for Infusion (remdesivir 100 mg/vial)
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Veklury is indicated for the treatment of coronavirus disease 2019 (COVID-19) in:

e adults and paediatric patients (at least 4 weeks of age and weighing at least 3 kg) with
pneumonia requiring supplemental oxygen (low- or high-flow oxygen or other non-
invasive ventilation at start of treatment)

e adults who do not require supplemental oxygen and who are at increased risk of
progressing to severe COVID-19
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5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

[...]

Antiviral activity

[...]

Based on in vitro testing, remdesivir retained similar antiviral activity (<2-5- ECs fold change values
below the in vitro susceptibility change cutoff of 2.8-fold E€s,-walue) against clinical isolates of
SARS-CoV-2 variants compared to an earlier lineage SARS-CoV-2 (lineage A) isolate, including
Alpha (B.1.1.7), Beta (B.1.351), Gamma (P.1), Delta (B.1.617.2). Epsilon (B.1.429), Zeta (P.2), lota
(B.1.526), Kappa (B.1 617 1) Lambda (C 37) Ie%a—éB—lé—Zé)—ZeEa—éM—)—andDeka—éB—l—é—lﬂ—E&
Omicron variants eempa pease e 3 :
eLm*eaJ—t%el—a%e%—ef—Q%mereﬂ—vaﬁaﬂt—(lncludmg B.1.1 529/BA 1, BA 2, BA. 2 12 1 BA 2 75 BA 4,
BA.4.6, BA.5, BF.5, BE.7, BQ.1-+, BQ.1.1 and>., CH.1.1, EG.1.2, EG.5.1, FL..22, XBB, XBB.1.5,
XBB.1.16, XBB.2.3.2 and XBF). XBBy;-For these variants, the ECs, fold change values ranged
between 0.2 to 2.3 compared to an earlier lineage SARS-CoV-2 (lineage A) isolate. Using the SARS-
CoV-2 replicon system, remdesivir alse-maintainedretained similar antiviral activity (=44 ECs, fold
change #+ECs¢-values below the in vitro susceptibility change cutoff of 2.5-fold) against Omicron
subvarlants BA.2.86 and XBB. 1 9.2 compared to the Wlldtvpe reference rephcon (hneage B). relative

Lineage Nomenelature | Substitutions | EGsotaM) | i Suseeptibility
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A - - 0 10

B Adpha 3231 +92 58 No-change!
B354 Beta 3231 4 1Y No-change!
Pt Gamma P323L 97 082 No-change!
B6H2 Delta P3LGOHS | 70 059 No-change!
B9 Epsiton 3231 240 94 No-change!
P2 Aot 3231 54 17 No-change!
BA326 Tota 3231 238 233 No-change!
BA6-t IKappa P323L = 0:63 No-change!
37 Lambda 3231 75 +37 No-change!
BAS529/BAL | Omieron P323L e 045 No-change”
BA2 3231 25 023 Neo-change!
BAZ2 21 3231 33 020 Neo-change!
BATS PRGOS | 32 030 Neo-change!
A 223l 25 o= Neo-change”
Babe 223l 02 =64 Neo-change”
BAS P3231 +06 0.66 No-change*
LS B R 00k Flomebaneat
oL = e R e No-change*
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