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Hwéng dan st dung thubc: Favipiravir

FAVIPIRAVIR

Tén chung qudc té: Favipiravir

Ma ATC: JO5AX27

Loai thudc: Thube khang virus

Dang thudc va ham lwong: uéng vién nén 200mg
Quy cach dong goéi: vi 10 vién, hop 10 vi/100v

Danh phéap IUPAC: 6-Fluoro-3-HydroxyPyrazine-2-
Carboxamide.

Cong thac phén tir: CsH4aFN3O2
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Dugc Iy va co ché tac dung:

Céu trc;

Favipiravir hoat dong nhu mét tién chét va trai qua
qué trinh riboxyl hoa va phosphoryl héa noi bao dé
tro thanh Favipiravir-RTP hoat déng. Favipiravir-
RTP lién két va wc ché RNA polymerase phu thudc
RNA (RdRp), cudi cung ngan can qua trinh phién ma
va sao chép cua virus.

Co ché tac dung cua Favipiravir rit méi so véi céc
loai thuéc khang vi-rit cam hién c6, chi yéu ngin
chan su xam nhap va thoét ra khoi té bao cua vi-rut.
Hoat chat Favipiravir-RTP hoat dong tc ché chon loc
RNA polymerase va ngan can sy sao chép cua b gen
virus. Co mot so gia thuyét vé chat Favipiravir-RTP
tuong tac voi RNA polymerase phu thuoc RNA
(RdRp). Mot sé nghién ctu da chi ra rang khi
Favipiravir-RTP dugc két hop vao mét soi RNA so
khai, n6 ngén can su kéo dai soi RNA va sy sinh soi
cua virus. Cac nghién ctru ciing phat hién ra rang su
hién dién cua cac chat twong tu purine c6 thé lam
giam hoat dong khang vi-rat cua Favipiravir, cho thay
su canh tranh gitra favipiravir-RTP va nucleoside
purine dé gan két RdRp. Mac di Favipiravir ban dau
duoc phat trién dé diéu tri bénh cim, mién xuc tac
RdRp (muc tiéu chinh cua Favipiravir), dugc cho la
tuong tu doi vai cac virus RNA khéc. Mién xuc tac
RdRp duoc bao ton nay gép phan vao pham vi bao
pht pho rong cua Favipiravir.

Dugc dong hoc:
Hdp thu:

Sinh kha dung cua Favipiravir hip thu gan nhu hoan
toan 97,6%. Nong d6 thudc trong méau Cmax trung binh

véi lidu khuyén céo cua Favipiravir 1a 51,5 pg/mL.
Céc nghién ctu cho thay khi dung Favipiravir liéu
duy nhat 400 mg cuing véi thirc an, thi ndng do Cmax
giam. Khi dung Favipiravir ¢ liéu cao hon hoic nhiéu
lidu, su @c ché khong thé dao nguoc cua aldehyde
oxidase (AO) xay ra va anh huong cua thuc pham Ién
Cmax bi giam bot.

Bang sau ddy cho thdy céc théng sé dugc dong hoc
cua Favipiravir sau khi uéng ¢ 8 ngudi 1on khoe manh
véi liéu 1600mg x 2 lan/ngay trong 1 ngdy, sau d6
600mg x lan/ngay trong 4 ngiy, sau d6 600mg x 1
lan/ngay trong 1 ngay.

Dﬂsagf Cmu\ Mote 2 AUC Note 2, 3 Tm:n Nole 4 TI 3 Nate §
(ug/mL) | (ug+hr/mL) | (hr) (hr)
1600 mg/| Day | 64.56 446.09 1.5 4 8].1
600 mg (17.2) (28.1) (0,75, 4)
BID
Day 6 64.69 55398 1.5 5623
(24.1) (31.2) (0.75, 2)
Phan bé:

Thé tich phan bé caa Favipiravir 12 15 - 20 L
Chuyén hoa:

Favipiravir khong dugc chuyén hda boi cytochrome
P-450 (CYP), hau hét dugc chuyén héa boi aldehyde
oxidase (AO), va mot phan dugc chuyén hoa boi
xanthine oxidase (XO) bai qué trinh hydroxyl héa
thanh chét chuyén hoa khéng hoat dong.

Thai tra:

Favipiravir dugc bai tiét qua than cha yéu dudi dang
hydroxyl hoa, va lugng thudc khong thay d6i duoc
quan sat thay rat it. Trong mot nghién ctu 7 ngay
udng nhiéu liéu véi 6 ngudi 16n khoe manh, ty 1¢ bai
tiét qua nurée tiéu cua thude dang chua chuyén hoa va

dang hydroxyl hoa lan luot 14 0,8% va 53,1% trong
48 gio sau 1an cudi cuing uéng thudc.

Thoi gian ban thai Ty, cua Favipiravir tir 2 dén 5,5
gio.
Chi dinh:

Favipiravir dung trong truong hop nhiém vi rit cim
méi hodc nhiém vi rat cim tai phét (thudc st dung
gi6i han trong céc trudng hop cac thude diéu tri chdng
vi rat cum khac khéng hiéu qua hoac hiéu qua khdng
cao)

Favipiravir cé tac dung khang vi rat coronavirus mai

vi no6 dugc phén loai vi rdt RNA so¢i don cung loai vai
vi rut cam.
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Chéng chi dinh:

Favipiravir chong chi dinh trong cac truong hop sau:
Phu nir ¢6 thai hoac nghi cé mang thai.

Nguoi bénh c6 tién sir qua man cam vai bat cu thanh
phan cua thuoc.

Than trong:

Than trong & ngudi bénh bi bénh gut hoic tién sir
bénh gut va bénh nhan tang acid uric mau.

Than trong & nguoi bénh cé suy giam churc nang gan,
& ngudi ¢d suy giam chirc ning gan lam ting nong do
thudc trong mau.

Than trong ¢ nguoi gia, cao tudi, vi nguoi gla cao
tudi thuong cd suy giam chtc ning nén can diéu
chinh phu hop.

Trong céc nghién ciru vé doc tinh liéu 1ap lai lién quan
dén cho, chudt va khi, nhitng phat hién déang chu y sau
khi dung Favipiravir duong udng bao gom tac dung
phu trén cac mod tao mau nhu giam san xuat hong cau
(RBC) va ting cac théng sé chic ning gan nhu
aspartate aminotransferase ( AST), phosphatase kiém
(ALP), alanin aminotransferase (ALT) va bilirubin
toan phan. Boc tinh véi tinh hoan va su bat thuong vé
tinh triing ciing dwoc ghi nhan. Favipiravir dugc biét
la c6 thé gdy quai thai; do d6, nén tranh ding
favipiravir & phu nit néu xac dinh hoac nghi ngo co
thai.

Thai ky mang thai va tré em:

Khéng dung cho phu nit ¢6 thai hoac nghi ngo co thai
vatré em.

Thoi Ky cho con ba:

Thuéc bai tiét ¢ sita me, diing than trong véi phu nix
cho con bd, nén ngung cho con bt néu c6 chi dinh
dung thuoc.

Twong tac thudc

Favipiravir khong duoc chuyén hoa boi cytochrome
P-450 (CYP), chu yéu duoc chuyén héa boi aldehyde
oxidase (AO), va chuyén hda mot phan boi xanthine
oxidase (X0). Favipiravir rc ché AO va CYP2C8 phu
thugc vao liéu. Favipiravir khong @c ché XO.
Favipiravir va chit chuyén hoa caa n6 tc ché yéu voi
CYP1A2, 2C9, 2C19, 2D6, 2E1 va 3A4. Favipiravir
khong c6 tadc dung cam tng enzym trén cytochrome
P-450.

Favipiravir nén dugc xem xét can than khi dung
chung vai céc loai thuoc sau:

Thuédc

DAu hiéu, triéu ching
va dieu tri

Co ché va céc
yéu 6 nguy co

Pyrazinamide

Tang nong do acid uric
huyét.

Khi dung
Pyrazinamidel,5g x 1
lan/ngay va Favipiravir
1200mg/400mg X
2lan/ngay, nong do acid
uric huyét khi dung
Pyrazinamide don tri &
11,6mg/dL va khi phéi
hop vai Favipiravir la
13,9mg/dL.

Tang tai hap thu
acid uric ¢ ong
than.

Repaglinide C6 thé lam ting néng do | Ucché
Repaglinide huyétva cé | CYP2C8 lam
thé xay ra céc tac dung | tang nong do
khéng mong muén caa Repaglinide
Repaglinide trong mau

Theophyline C6 thé lam tang nong d6 | Tuong tac voi
Favipiravir huyét vacé | XO c6 thé 1am
thé xay ra cac tac dung | ting ndng do
khéng mong mudn caa | Favipiravir
Favipiravir trong mau

Famciclovir C6 thé lam giam hiéu Favipiravir gay

sundilac cua cua nhitng loai rc ché AO c6
thudc nay thé lam giam

nong do cua
chét c6 hoat
tinh
Famciclovir
sundilac.

Téac dung khong mong muén (ADR)

Cac phan ung phu bao gom tang axit uric mdu, tiéu
chay, giam so lugng bach cau trung tinh, tang AST
(GOT), tang ALT (GPT).

Bénh nhan cdn theo ddi can thdn va nén ngung diéu
tri neu cé bat ky su bat thuong sau day:

Séc, sb¢ phan vé.
Viém phoi.
Viém gan man, rdi loan chic ning gan, vang da.

Hoai ttr biéu bi nhiém doc, hoi chung Stevens-
Johnson.

Té6n thuong than cap.
Bach ciu, bach cau trung tinh, tiéu cau giam.

Céc triéu ching than kinh va tam than (nhu réi loan y
thae, hanh vi bat thuong, mé sang, ao giac, ao tudng,
Cco giat, v.v.)

Viém ruot két, xuat huyét.

Phdn ing phyu khéc: Néu cac phan tng phu sau déy
Xay ra, cac bién phap thich hop can duoc thuc hién
theo triéu chang:
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>1% 05-<1% <0.5%
Quéa man Phat ban Eczema va
cam ngua
Gan AST (GOT) ALP mau
tang, ALT tang,
(GPT) bilirubin
tang, y-GTP mau tang
tang
Tiéuhéa | Tiéuchay | Buonnén, | Kho chiud
(4.79) non mira, bung, loét ta
dau bung trang, tan
mau, viém
da day
Huyét hoc | S6 luong S6 lugng
bach cau bach cau
trung tinh tang,
giam, s0 lugng
s6 lugng hong cau
bach cau ludi giam,
giam. bach cau
don nhan
tang.
Réi loan | Acid Uric Co6 glucose | Kali mau
chuyén héa | mau ting trong nudc | giam
(4,79%), tiéu
triglyceride
tang
Hé hap Hen suyén,
dau hau
hong, viém
mili hong.
Khac CK mau
(CPK)
tang, xuét
hién nuéc
tiéu c6 mau,
Polyp
amidan, sic
t6 da, roi
loan tiéu
héa, vét bam
tim, mo mit,
dau mit,
chong mat,
ngoai tam
thu that.

Liéu lwong va cach dung:

Liéu dung thong thudng cua Favipiravir cho ngudi
I6n 12 1600 mg ubng hai 1an mo| ngay trong 1 ngay,
lieu dung sau d6 1a 600 mg udng hai lan mdi ngay
trong 4 ngay. Tong thoi gian st dung nén 5 ngay.

P on dinh va bao quan:

Bao quan & nhiét do phong (20-25°C), dung trong bao
bi kin, tranh am.

Théng tin quy ché:
Thudc sir dung theo ké don bac si.

Hoat chat Favipiravir c6 trong phat do diéu tri Covid-
19 theo quyét dinh sé 4689/QDP-BYT ngay
06/10/2021 ctia Bo Y té vé viéc ban hanh Huréng dan
chdn dodn va diéu tri COVID-19.

Tén thwong mai: AVIGAN Tablets 200mg
Nha san xuat:
Toyama Pharmaceutical Co., Ltd. Tokyo, Japan.
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