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Khoa Duoc kinh gui théng tin thuéc VENCLEXTA (Venetoclax) 100mg dé cac Béc si va

Diéu dudng xem xét va sir dung trong diéu tri.

Thude dugc san xuat boi cong ty AbbVie Ireland NL B.V.

Hoat chat: Venetoclax
Dang bao ché: Vién nén bao phim

Ham lwgng: Venclexta chira 100mg venetoclax

Thuéc KHONG dugc huong BHYT

I. THONG TIN VENCLEXTA
1. CHI PINH
Venclexta dugc chi dinh trong cac truong hop sau:

e Bénh bach cdu man dong lympho (CLL)
e Bénh bach cau cép dong tay (AML), méi chan doan [1,2].

2. CHONG CHIi PINH

Dung chung véi chét e ché manh CYP 3A4 khi mai bat dau dung thube hodc dang trong giai

doan tang cudng lidu ¢ bénh nhan mac CLL do ting nguy co ly giai khi u.
Qué man véi cac thanh phan cua thudce.

Khéng dung thuéc cho phu nit mang thai va cho con bu [1,2].



3. PAC PIEM DUQC LUC HQC

U lympho té bao B (BCL-2) 1a mét loai protein chdng apotosis, biéu hién qua mac caa BCL-2
da duoc chung minh & nhiéu khdi u huyét hoc 4c tinh, va duoc coi 1a yéu té khang thudc dbi
vGi mot s6 tac nhan hoa tri lidu. Venetoclax lién két truc tiép vai protein BCL-2, thay thé cac

protein tién apotosis va phuc hdi chuong trinh chét tu nhién [1,2].

4. PAC PIEM DUQC PONG HOQC

Hap thu: thoi gian dat dinh: 5-8 gio. DUng Vi bira an gidu chat béo 1am tang SKD cua thudc.
Phan bé: gan két vai >99% protein huyét twong. Thé tich phan b (Vd): 256-321 L.

Chuyén hoa: qua gan, cha yéu qua CYP 3A4; chat chuyén hda chinh 1a M27 ¢6 hoat tinh wc
ché BCL-2.

Thai trir: phan (>99,9%; gan 21% dudi dang khong doi); Nudc tiéu (<0,1%). T12 khoang 26
gio [1,2].

5. TAC DUNG PHU

Bang 1. Tac dung khdng mong muén caa Venclexta

Tan suat xay ra: trén 10% [1,2]

Tim mach Phul né (22%)

Da liéu Phat ban da (18%)

N@i tiét va chuyén héa | Ting duong huyét (67%); Tang kali huyét (59%); Giam albumin huyét
(49%); Ha canxi méau (87%); Ha natri mau (40%); Giam phosphat huyét
(45%)

Tiéu hoa Dau bung (18%); T4o bon (16%); Tiéu chay (43%); Budn nén (42%);
Viém miéng (13%; d¢ 3: <1%); Non mura (16%)

Huyét hoe & ung thw | Thiéu mau (33% dén 71%; d9 3: 18% dén 26%); Giam bach cau (89%;
dd 3: 42%); Giam bach cau lympho (11% dén 74%; a9 3: 7% dén 40%;
dd 4: 7% dén 40%); Giam bach cau trung tinh (50% dén 87%; d 3: 45%
dén 63%; do 4: 33%); Giam tiéu cau (29% dén 64%; a9 3: 20% dén 31%;
do 4: 15%)

Gan Tang aspartare aminotransferase huyét thanh (53%)




Hé than kinh

Chdéng mit (14%); Mét moi (32%); Nhue dau (18%)

Théan kinh co & xwong

Pau xuong (12%); Pau co xuong khdp (29%)

H6 hap

Ho (22%); Kho tha (13%); Nhiém trung duong ho hap duéi (11%); Viém
phodi (14%); Nhiém tring dudng ho hap trén (36%); Sét (18%)

Tan suét xay ra: khoang 1 dén 10% [1,2]

Huyét hoc & ung thw

tang toc 5 tuan: 2%).

Giam bach cau c6 s6t (6%; do 3: 6%); Hoi chung ly giai khoi u (Giai doan

Nhiém tring

Nhiém trung huyét (5%)

6. TUONG TAC THUOC

Venetoclax chuyén hoa chii yéu qua CYP 3A4 tai gan [1,2].

Bing 2. Twong tic thudc

Thudce ding dong thoi

Nguyén nhéan

X Iy

Cam ung CYP 3A4 trung
binh/manh

Lam giam ndng do Venetoclax

trong huyét thanh

CHONG CHI PINH

Ut ché CYP 3A4 manh

Lam ting ndng d6 Venetoclax

trong huyét thanh

CHONG CHI PINH

Uc ché CYP 3A4 (trung binh)

Lam tang ndng d6 Venetoclax

trong huyét thanh

Giam liéu venetoclax it nhat 50%
& nhitng bénh nhan can diéu tri
ddéng thoi véi thudc Gc ché
CYP3A4. Tiép tuc dung liéu
venetoclax trude d6 2 dén 3 ngay
sau khi ngimg ding thubc e ché
CYP3A4.

Linezolid

Tang cudng nguy co uc ché tiy

Theo doi diéu tri

Twong tac voi thire dn:

Venetoclax dugc ké don dé dung cling véi thirc an, vi thirc an lam ting sinh kha dung cua

venetoclax khoang 3 dén 5 1an so véi diéu kién nhin an [3].

Tranh ding dong thoi véi cac san pham buadi, cam Seville va Khé do c6 thé 1am ting nong do

venetoclax trong huyét twong [1,2].




7. THONG TIN KHAC

Quén liéu hoiac ndn mira: Néu quén mot lidu trong vong 8 gio ké tir thoi diém ding thudc,
dung lai lidu da quén cang sém cang tét va dung liéu tiép theo nhu binh thuong. Néu qué 8 gio,
khong dung lidu da quén va tiép tuc lich dung thudc thong thudng vao ngay hom sau. Néu bénh
nhan ndn sau khi dung maot liéu thi khdng nén ding thém lidu vao ngay hom dé; dung lidu tiép
theo nhu binh thuwong [1,2].

II. HUONG DAN SU DUNG VENCLEXTA

Bang 3. Lwu y trwéc khi dung Venclexta [1,2]

Luu y trwée khi dang phac do

Nguy co mac hoi ching tiéu giai khoi u (TLS) | ¢ Dy phong bul dich va thuéc ha acid uric truéc

lidu Venetoclax dau tién

Cong thirc mau e S6 lugng bach cau WBC < 25.000/mm?

Chinh liéu theo chirc ning gan, than e Co6 thé khdng can chinh lidu ¢ bat ky muc do
suy than nao

e Suy gan nhe hoac trung binh (Child-Pugh loai A
hoic B): khdng can chinh lidu lugng

e Suy gan nghiém trong (Child-Pugh loai C):
giam 50% liéu Venetoclax hang ngay [1,2]

Bénh bach cau dong tiy cip tinh, méi chan dean (AML)
Chu ky: 28 ngay
Bt dau dung Venetoclax ¢ ngay 1 chu ky 1 két hop vaéi:
Hosc e Azacitidine 75 mg/m?2 tiém tinh mach hoac tiém dudi da tir ngay 1-17 cua chu ky
' e Decitabin 20mg/m?2 tiém tinh mach tir ngay 1-5 cua chu ky

Hoac e (Cytarabin 20mg/m2 tiém dudi da tir ngay 1-10 cua chu ky

Bang 4. Lich dung Venetoclax & bénh nhan mac AML [1,2]

Ngay Venetoclax udng méi ngay
1 100 mg
2 200 mg
3 400 mg
Ngay 4 tro di 400 mg udng mdi ngay két hop | 600 mg uéng mdi ngay két
véi Azacitidine hoic Decitabine | hop liéu thap Cytarabine




e Venetoclax két hop véi Obinutuzumab

Téng 12 chu ky. M&i chu ky 28 ngay. Lich trinh cu thé ¢ bang 6 [4].

Bang 6. Lich dung Venclexta két hep Obinutuzumab trong CLL [4]

Thudc Liéu Ngay dung thuéc
Chu ky 1
Obinutuzumab 100 mg 1
Obinutuzumab 900 mg 2
Obinutuzumab 1,000 mg 8vals
Venetoclax 20mg * 22 16i 28
Chu ky 2
Obinutuzumab 1,000 mg 1
Venetoclax 50 mg * 1dén7
Venetoclax 100 mg * 8 dén 14
Venetoclax 200 mg * 15 dén 21
Venetoclax 400 mg * 22 dén 28
Chu ky 3 dén 6
Obinutuzumab 1,000 mg 1
Venetoclax 400 mg 1 dén 28
Chu ky 7 dén 12
Venetoclax 400 mg 1 dén 28

e Venetoclax két hep véi Rituximab

Tong 24 chu ky hoic dén khi bénh tién trién hozc doc tinh khdng chap nhan dugc. Mdi chu ky
28 ngay. Lich trinh cy thé ¢ bang 7 [5]

Bang 7. Lich dung Venclexta két hep Rituximab trong CLL [5]

Thudc Liéu Ngay ding thuac
Chuky 1
Venetoclax 400 mg 1 dén 28
Rituximab 375 mg/m? 1
Chu ky 2 dén 6
Venetoclax 400 mg 1 dén 28
Rituximab 500 mg/m? 1
Chu ky 7 dén 24
Venetoclax 400 mg 1 dén 28




e Venetoclax don tri liéu

Khuyén céo liéu 400 mg mdi ngay sau sau khi bénh nhan hoan thanh lich tang liéu. Venclexta
dung duong udéng mdi ngay cho dén khi bénh tién trién hoic doc tinh khéng chap nhan duoc.
[1,2]

Péc tinh va xir tri

Bang 8. Poc tinh va cach xir tri

Pic tinh Xir tri
Héi chieng ly giai khoi u (TLS)

e Thay d6i c4c thanh phan trong méu hoic céc triéu ching

goi y TLS: Tam ngung lidu hién tai, dung lai vao hdm sau

e Néu hdi phuc trong vong 24 dén 48 gio ké tur liéu cudi

cung: Tiép tuc vai licu hién tai (bang 9).

e Néu nhitng thay d6i vé thanh phan héa hoc trong méu can
hon 48 gid dé hdi phuc: Tiép tuc véi liéu thap hon (bang
9).

e TLS lam sang (suy than cap, rdi loan nhip tim va/hoic co

giat): tam ngung. Sau khi hdi phuc, tiép tuc véi liéu thap
hon (bang 9) [1,2].

Poc tinh khong phai huyét hec

e Lan xuat hién dau tién: tam ngung. Tiép tuc st dung liéu
hién tai sau khi hdi phuc vé mirc d6 1 hoac mic co ban

(khdng can diéu chinh liéu luong).

Poc tinh cip 3 hoic 4 e Lan xuét hién thu hai va tiép theo: Tam ngung. Tiép tuc ¢
mtc liéu thap hon sau khi hdi phuc (xem muc giam liéu &
bang 9; c6 thé can giam liéu nhiéu hon tity theo quyét dinh

Iam sang) [1,2].

Poc tinh vé huyét hoc

e Lan xuét hién dau tién: Tam ngung. Tiép tuc sir dung liéu

_ ) tuong tu sau khi hdi phuc vé mic d6 1 hodc muc co ban.
Giam bach cau trung tinh d6 3 kem

. , e Lan xuat hién thu hai va tiep theo: Tam ngung. Tiép tuc ¢
theo nhiém trung hozc sot hozc doc R ) N
, 5 . ) muc liéu thap hon sau khi hoi phuc.
tinh ve huyet hoc do 4 (tru giam

bach ciu) e Xem xét cac bién phap hd trg, bao gébm khéng sinh va céc
al a L, . 1 . R
yéu t6 tang truong WBC, khi can thiét vé mat I[am sang

[1,2].




Bang 9. Mic giam liéu déi véi doc tinh caa Venetoclax trong bénh CLL

Liéu bi gian doan Khéi dong lai liéu
400 mg 300 mg
300 mg 200 mg
200 mg 100 mg
100 mg 50 mg
50 mg 20 mg
20 mg 10 mg

*Can nhac ngung thude doi vai nhitng bénh nhan can giam liéu xudng dudi 100 mg trong hon 2 tuan.

2 Trong giai doan ting lidu, tiép tuc giam lidu trong 1 tuan trude khi ting lidu.
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