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Vemlidy film coated tablets

(tenofovir alafenamide 25 mq)
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Vemlidy is indicated for the treatment of chronic hepatitis B in adults and adolescents (aged 12
years and older with body weight at least 35 kg)

H2 71NNN VOV 17'NI [I7V7 HOIN DITRA WATINN VOFLN TWKD IIXNN |17V DINION D''WUN
JTNIN'VAN YT'N NINNNN D' 2IN¥A DIN'ON 11NN YA AR

.0'9011 DIDTY D' ,NT ANdNA D'V'DIN NI D' NIYAYNN DAIDTYN

NINMAN TIYN ITNRAY NI9SINNN 1AKN DI0N97 IN7wW1 DIX71 X9N7 D17VN

https://data.health.gov.il/drugs/index.html#/byDruqg

:DIYMN 727 M9 T 7Y 0109 TN 07PN, D 1IND

Arwr 4524075 nwn Tin 0poyn k9 ,6090 .T.n, 4 wann 2N ,n"ya RIY TOIR'0 TR

,Nd712

|'A1N NN
RIMAYARATRITA ]

n"ya 7XY' TOIXR'O TR'7"2


https://data.health.gov.il/drugs/index.html#/byDrug

¥J GILEAD

Creating Possible

:X91NYT7 [17V2 DTNIANN DTV

4.8 Undesirable effects
Summary of the safety profile

Changes in lipid laboratory tests were observed in Study 108 and Study 110. No additional adverse
reactions to tenofovir alafenamide Vemtidy-were identified from Week 96 through Week 426-144 in the
double-blind phase and in the subset of subjects receiving open-label tenofovir alafenamide Vermlidy
treatment (see section 5.1).In an ongoing double-blind, randomized, active-controlled study (GS-US-320-
4018; “Study 4018”) in virologically suppressed subjects who switched from tenofovir disoproxil to

25 mg tenofovir alafenamide (N=243), changes in lipid laboratory tests were observed. No additional
adverse reactions to tenofovir alafenamide were identified through Week 48.

Changes in lipid laboratory tests

In a pooled analysis of Studies 108 and 110, median changes in fasting lipid parameters from baseline to
Week 96 were observed in both treatment groups. In the tenofovir alafenamide group, decreases in
median fasting total cholesterol and HDL, and increases in median fasting direct LDL and triglycerides
were observed, while the tenofovir disoproxil group demonstrated median reductions in all parameters
(see Table 6). In patients randomised initially to tenofovir alafenamide and switched to receive open-
label tenofovir alafenamide at Week 96, the median (Q1, Q3) changes from double-blind baseline to
Week 144 were as follows (mg/dL): total cholesterol was 0 (-16, 18); LDL was 8 (-6, 24); HDL was -5 (-12,
2); triglycerides were 11 (-11, 40); total cholesterol to HDL ratio was 0.3 (0.0, 0.7). In patients
randomised initially to tenofovir disoproxil and switched to open-label tenofovir alafenamide at Week
96, the median (Q1, Q3) changes from double-blind baseline to Week 144 were as follows (mg/dL): total
cholesterol was 1 (-17, 20); LDL was 9 (-5, 26); HDL was -8 (-15, -1); triglycerides were 14 (-10, 43); total
cholesterol to HDL ratio was 0.4 (0.0, 1.0).

In the open-label phase of Studies 108 and 110, where patients switched to open-label tenofovir
alafenamide at Week 96, lipid parameters at Week 144 in patients who remained on tenofovir
alafenamide were similar to those at Week 96, whereas median increases in fasting total cholesterol,
direct LDL, HDL, and triglycerides were observed in patients who switched from tenofovir disoproxil to
tenofovir alafenamide at Week 96. In the open label phase, median (Q1, Q3) change from Week 96 to
Week 144 in total cholesterol to HDL ratio was 0.0 (-0.2, 0.4) in patients who remained on tenofovir
alafenamide and 0.2 (-0.2, 0.6) in patients who switched from tenofovir disoproxil to tenofovir
alafenamide at Week 96.

In Study 4018, median changes in fasting lipid parameters from baseline to Week 48 were observed in
both treatment groups. In the group that switched from tenofovir disoproxil to tenofovir alafenamide,
increases in median fasting total cholesterol, LDL, HDL, and triglycerides were observed, while the group
continuing treatment with tenofovir disoproxil demonstrated reductions in median fasting total
cholesterol, HDL, and triglycerides, and a minimal median increase in LDL (p < 0.001 for the difference
between treatment groups in all parameters). Median (Q1, Q3) change from baseline at Week 48 in
total cholesterol to HDL ratio was 0.2 (-0.1, 0.5) in the tenofovir alafenamide group and 0.0 (-0.3, 0.3) in
the tenofovir disoproxil group (p < 0.001 for the difference between treatment groups).

Metabolic parameters
Body weight and levels of blood lipids and glucose may increase during therapy.
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