KHOA DUQOC CONG HOA XA HQI CHU NGHIA VIET NAM

TO THONG TIN THUOC Djc 1ap- Ty do- Hanh phic
THONG TIN
THUOC KHANG VIRUS PIEU TRI COVID-19
Remdesivir
(Cipremi 10mg, Cipremi RTU, Descrem)
Molnupiravir
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TO TRUONG

PA KY



PAI CUONG

- Vi rat Corona (CoV) la mét ho vi rit lay truyén tir dong vat sang ngudi va gay bénh cho
ngudi tir cam lanh thong thuong dén cac tinh trang bénh ning, de doa tinh mang caa nguoi
bénh nhu Hoi ching hd hip cap tinh ning (SARS-CoV) nam 2002 va Hoi ching hd hap
Trung Pong (MERS-CoV) nam 2012. Tt thang 12 nam 2019, mét chung vi rut corona méi
(SARS-CoV-2) di duoc xac dinh 1 cin nguyén gy dich Viém duong hd hip cép tinh
(COVID-19) tai thanh phé Vii Han (tinh HO Bac, Trung Quéc), sau do6 lan rong ra toan thé
gidi gay dai dich toan cau. Vi rat SARS-CoV-2 lay truc tiép tir nguoi sang nguoi qua dudng
hd hap (nhu qua giot ban, hat khi dung, khong khi) va qua dudng tiép xtc. Vi rit cling co
kha nang 14y truyén cao tai cac co so Y té, nhitng noi dong ngudi va ¢ khdng gian kin. Bén
canh d6, vi rat cling lién tuc bién d6i tao ra nhiéu bién thé khac nhau trén toan thé gigi lam
cho kha ning 1y lan manh hon va kho kiém soét hon.

- Ngudi bénh COVID-19 c6 biéu hién 1am sang da dang: tir nhidm khong c6 triéu ching, téi
nhitng biéu hién bénh Iy ning nhu viém phoi nang, suy hd hap cip (ARDS), séc nhiém
triing, suy chic niang da co quan va tir vong, dac biét & nhitng ngudi cao tudi, nguoi c6 bénh
man tinh hay suy giam mién dich, hoic c6 ddng nhiém hay boi nhiém céac cin nguyén khac
nhu vi khuan, nim. Co ché bénh sinh caa bénh c6 vai trd cta “con bao cytokine” va huyét
khbi mao mach phéi trong céc ca bénh cd suy hd hap nang va nguy kich.

- Hién nay chua c6 thudc dac hiéu nén chu yéu 1a diéu tri hd tro va diéu tri triéu chiang. Céc
bién phap phong bénh chinh 1a tiém phong vic xin, phat hién sém va céach ly ca bénh.

Hién nay, tai Viét Nam Cuc Quan 1y Duoc cung cap thdng tin cap nhat vé thudc khang virus diéu tri
Covid-19, cu thé nhu sau 31

Remdesivir  Dai st quan Viét  Dadugccap phép oMy Diéu tri cho bénh
Nam tai An Do va dugc cap phép st dung  nhan thé ning
khan cap & An Do

Favipiravir Pai st quan Viét  Da duogc cap phép sitdung Diéu tri cho bénh

Nam tai An Do khan cdp & An Do, Thai nhan thé nhe
Lan, Indonesia va
Malaysia
2DG Dai str quan Viét Pi duoc cip phép sir dung  Sir dung hd tro tri lidu

Nam tai An Do khan cdp ¢ An Do cho cac bénh nhan thé




Molnupiravir  Merk Sharp &
Dohme (MSD)
Hetero Labs
Limited

Ronapreve F. Hoffmann-La
(Casirivimab  Roche AG

va

Imdevimab)

Peginterferon- Eiger

Lamda Biopharmaceuticals
(Palo Alto,
California, Hoa
Ky)

Acterma F. Hoffmann-La

(Tocilizumab) Roche AG

-ba tht nghiém Iam sang
(Pha 1 va pha 2 tai My;
pha 3 tai An Do)

-Dur kién thang 9 duoc cap

phép luu hanh tai An Do

Puoc cap phép luu hanh
tai My vao thang 11/2020

-Giai doan 2 duogc thruo
nghiém tai Toronto,
Canada.

-Hién dang trong thu
nghiém giai doan 3 tai
Brazil va du kién s& duogc
FDA My thong qua vao
cudi nam 2021

- Puoc cép phép luu hanh
tai Viét Nam tur 2011 véi
chi dinh trong diéu tri
viém khép dang thap tién
trién

- Ngay 24/6/2021, FDA
phé duyét khan cép trong
diu tri bénh  nhan
COVID-19 ning, nam

vién

vira va thé niang
Hetero Labs Limited
ky két thoa thuan véi
MSD d san xuat va
phan  phdi  thudc
Molnupiravir & An
Do va cac qubc gia co
thu nhap thip va
trung binh
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REMDESIVIR ( CIPREMI RTU ®) P

THONG TIN LUU HANH CUA SAN PHAM

03/7/2021 EMA Cap phép cho remdesivir dé diéu tri COVID-19 &
(Chau Au) nguoi I6n va thanh thiéu nién trén 12 tudi bi viém

phdi can bd sung oxy
22/10/2020 FDA (Hoa CAp phép sit dung remdesivir didu tri cho bénh nhi
Ky) dudi 12 tudi it nhat niang 3,5kg-40kg nghi ngo
nhiém/duong tinh Covid-19 nhap vién

Str dung cho ngudi 16n va tré em > 12 tudi va

nang it nhat 40kg, dé diéu tri Covid-19 can nhap
vién
20/11/2020 WHO Khuyén nghi khong c6 da bang chimg dé chung
minh viéc sir dung Remdesivir
12/8/2021 BoYté  Nguoi bénh COVID-19 diéu tri noi trd tai bénh
Viét Nam  vién c6 suy hd hap phai tha oxy, tho HFNC, hoic
tha may khéng thdm nhap




CO CHE U

Uc ché RNA polymerase phu thuoc RNA caa SARS-CoV-2
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Remdesivir

DUQC PONG HQC !

Hap thu- phan  Remdesivir chuyén hoéa lan dau qua gan, chi sir dung dwong tiém tinh
b6 mach

Phan b Phan bd rong rdi dén cac md, qua hang rao mau néo thap
Chuyén hoéa Chat nén CYP450

Thai trir 74% qua than, 18% qua phan

CHi PINH

- Nguoi bénh COVID-19 diéu trj noi tra tai bénh vién c6 suy hd hap phai thg oxy, tho HFNC,
hoac thd may khdng thdm nhap

- Thoi diém dung thude: trong vong 10 ngay dau tir khi khai phat bénh.

- Nén phdi hop véi Dexamethasone.

- Ut tién st dung cho nhom nguy co cao: ngudi trén 65 tudi, nguoi 6 bénh nén, béo phi
(BMI>25)

- Khéng bat dau st dung cho ngudi bénh COVID-19 can thd may xam nhap, ECMO.

- Péi véi truong hop duge diéu tri bang Remdesivir trugce khi thé may xam nhap hoic ECMO
thi tiép tuc dung Remdesivir cho du liéu trinh.

CHONG CHI PINH

- Phan tng qua man véi thanh phan caa thube

- Suy chuc nang than eGFR < 30ml/ phut

- Tiang enzyme gan ALT >5 1an gi4 tri gigi han trén
- Suy chirc nang da co quan nang



LIEU VA CACH SU DUNG

Nguoi |6n va tré em > 12 tudi, can  Tré em < 12 tudi, can ning tir 3,5 dén

nang >40 kg; tré em dudi 12 tudi, 40Kg
can nang > 40kg

Liéu -Ngay dau tién: 200mg truyén IV vong -Ngay dau tién: 5Smg/kg/liéu truyén 1V
30-120 phat -2-5 ngay sau: 2,5mg/kg/liéu truyén 1V
-2-5 ngay sau: 100mg -Khéng cai thién vé mat 1am sang sau 5

-Khéng cai thién vé mat 1am sang sau ngay diéu tri: 2,5mg/kg/liéu cho dén 10
5 ngay diéu tri: 100mg cho dén 10 ngay

ngay
Céch si L4y 19ml nu6c pha nuéc cat pha vao Lay 19ml nudc pha nudc cat pha vao lo
dung lo thuéc Remdesivir 100mg dé duoc thudc Remdesivir 100mg dé duoc 20ml

20ml thubc , sau d6 pha véi 230ml thubc , ldy s6 luong thudc da pha tinh

NaCL 0,9% truyén tinh mach trong theo can niang pha véi NaCL 0,9% dé

30-120 phut dugc néng do remdesivir 1,25mg/ml,
truyén tinh mach trong 30-120 phut

THAN TRONG

- Phu nit ¢6 thai va cho con bt : Chua cé dit liéu day du . Khdng khuyén céo trir truong hop
loi ich vuot troi so Vi nguy co

- Nguoi suy giam chirc nang than; eGFR > 30ml/ phut, khéng can chinh liéu

- Xét nghiém enzym gan ALT va thoi gian prothrombin (PT) trudc khi chi dinh

- Khdng truyén remdesivir ciing lic vai cac thudc khéac

TAC DUNG KHONG MONG MUON

- Phan tng qua man: Tut huyét ap, budn nén, nén, chay md hdi, ring minh. Nén lya chon
truyén cham trong 120 phut dé han ché tac dung khéng mong muébn

- Co thé gay cham nhip xoang

- Ting enzym gan ALT: ngimg dung remdesivir khi ALT ting > 10 1an so véi trudc khi sir
dung , hoic ting ALT di kém cac biéu hién ciia cac ton thuong chirc ning gan trén 1am sang
, can lam sang ( thoi gian prothrombin kéo dai)



- C6 céu truc tuong ty ribonucleoside
- Ut ché sy nhan dbi cua virus, ¢6 cau tric di truyén RNA
- Str dung duong udng

CO CHE [6]

Molnupiravir, tién chit ciia dan xuét nucleoside p-D-N*-hydroxycytidine (NHC)
Ut ché sy nhan d6i cua virus ¢d cau trac di truyén 1a RNA (bao gom SARS-CoV-2)
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Figure 1. Proposed model for the antiviral mechanism of molnupiravir, based on NHC-induced mutagenesis and inhibition of RNA synthesis.
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Molnupiravir diéu tri c6 kiém soat truong hop miac COVID-19 tai nha d6i voi cac truong hop mac
COVID-19 ¢6 triéu ching ¢ mirc d6 nhe va duoc sy dong y tu nguyén tham gia tir ngay 25/8/2021
tai TP.HCM

DANG BAO CHE

Thudc Molnupiravir ¢6 nhiéu dang khac nhau bao gém: vién nang 200mg, 400mg, do An D¢ va
Viét Nam san xuat , thuc dung duong udng , ngay 2 lan véi liéu dung la 1600mg/ngay

Thir nghiém Giai doan 2at: danh gia tinh an toan, kha nang dung nap va hiéu qua khang vi-rat
ctia molnupiravir trong diéu tri COVID-19

N=202

Ngay thtr 3 ngudi st dung Molnupiravir liéu 800mg co ti 18 virut 1,67% so v6i ngudi st dung gia
dugc 16,7% (p=0.02)

Ngay thir 5 nguoi st dung Molnupiravir liéu 400mg -800mg khong phan 1ap dugc virut so véi
nguoi st dung gia duoc 11,1% (p=0,03)



THU NGHIEM GIAI DOAN 3 [5]

HIEU LUC VA AN TOAN CUA MOLNUPIRAVIR TREN BN COVID-19 NGOAI TRU
Phdn tich gitta ky tir thir nghiém MOVe-OUT ngdu nhién, mu déi, pha 3
ZZ:E cngvTé?lgjéi peel Q(G? Molnupiravir . Gid dudc (’3?’
nhe dén trung binh @®

% Nguy cd nhap vién va/hodc tir vong sau 29 ngay
+=re Kh3i phdt triéu chiing

%S trong vong 5 ngay trudc khi 7.3% . 14,1%

phén nhém ngdu nhién 5 trudng hop tif vong

>1 yéu t6 nguy cd tién trién 0 trudng hgp - 8 truong hgp

. ndng COVID-19 (béo phi, : ®
>60 tudi, DTD, bénh tim mach) a’
Ty 1€ tdc dong c6 hai Ty I& ngling diéu tri do tdc ddng cé hai
S 3

& 173 trung tam 35% 2 40% 1.3% 2 3.4%

Molnupiravir cé thé lam giam ~50% nguy cd nhép vién va/hodc tif vong sau 29 ngay
(can diéu tri 15 BN dé c6 dugc 1 BN hudng Igi ich)
Thuéc ciing cho thay d6 an toan tucng dudng gid dudc 6 BN COVID-19 ngoai trd
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