PIEM TIN THONG TIN THUOC HANG THANG Thang 02/2022

BANG THONG TIN TOM TAT VE CAC THUOC PIEU TRI NGOAI TRU
PUQC FDA CHAP THUAN CHO PIEU TRI COVID-19 MUC PQ NHE - TRUNG BINH

Bang dudi day 1a cac thude dang dugc FDA chap thuan cho diéu tri COVID-19 tai My. Tai Viét Nam, Casirivimab/Imdevimab co tai

mot s6 bénh vién theo phan bé tir ngudn thudc vién tro, molnupiravir cp theo theo tuyén y té xa — phuong theo thir nghiém 1am sang, va da

duoc B Y té cap phép

Casirivimab/Imdevimab
(REGEN-COV®)

Khéng thé don dong

luu hanh 3 sb dang

Bamlanivimab/Etesevimab

Khang thé don dong

ky tur ngay 17/02/2022.

Sotroyimab
Khang thé don dong

GlaxoSmithKline plc

Nirmatrelvir/ritonavir
(PAXLOVID®)
Thuéc khang virus
dwong udng

Molnupiravir
Thuoc khang virus
dwong uong

duyét EUAL

o x Regeneron - o . Merck Sharp & Dohme
Nha san xuat Pharmaceuticals, Inc. Eli Lilly and Company [ Vir Bloltre‘,\ghnology, Pfizer Inc. Corp.
Ngay phe 21/11/2020 09/02/2021 26/05/2021 22/12/2021 23/12/2021

Co ché
tac dung

mAbs chdng lai protein
gai; ngan can su tan
cong cua virus vao té
bao vat chu

mAbs chdng lai protein gai;
ngan can sy tan cong cua
virus vao té bao vat cha

mAbs chéng lai
protein gai; ngdn can
su tin cng cua virus
vao té bao vat chu

Chat wrc ché protease, ngin
chan sy nhén Ién caa
virus.

Chat twong tu nucleoside tic
ché su nhan 1én cua virus.

Hiéu qua diéu

chéng lai cac
bien chang

Chung Omicron: Hau
nhu khong

Chung Omicron: Hau nhu
khong

Chuing Omicron: Co
thé co

tri theo thir Giam 70% nguy co Giam 87% nguy co nhap | Giam 79% nguy co | Giam 88% nguy co nhap | Giam 30% nguy co nhap
nghiém lam nhap vién/ tir vong vién/ tir vong nhap vién/ tir vong | vién/ tir vong vién/ tir vong

sang?

Hoat tinh Chung Delta: C6 Chung Delta: Co Chung Delta: Co Chung Delta: Co Chung Delta: Co

Chung Omicron: Dt li¢u
chua dugc cong bo

Chuing Omicron: Dix licu
chua dugc cong bo

SARS-CoV- 2
Chi dinh dwgc | COVID-19 muc d¢ nhe - | COVID-19 muc d6 nhe - COVID-19 muc d6 | COVID-19 muc d6 nhe - | COVID-19 muc d nhe -
phé duyét trung binh trung binh nhe - trung binh trung binh trung binh
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https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f1
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f2

Casirivimab/Imdevimab . : . Nirmatrelvir/ritonavir N
(REGEN-COV®) Bamlanivimab/Etesevimab Sotrovimab Molnupiravir

Khang thé don dong Khéng thé don dong TE}Z’;‘?E&X&?ﬁLS Thuéc khang virus
dwong udng

dwong udng

Khang thé don dong

Du phong sau khi phoi | Du phong sau khi phoi

nhiém (PEP) nhiém (PEP)
Poi twong st | Nguoi I6n vatré em (tr | Nguoi 16n va tré em (bao Ngudi lon vatré em | Ngudi l6n va tré em (tir 12 | Ngudi l6n ¢ nguy co cao 2
dung 12 tudi tro 18n va nang it | gdm ca tré so sinh) co6 nguy | (tir 12 tudi tro 18n va | tudi tro 18n va nang it nhat | tién trién COVID- 19 nang,
nhét 40 kg) c6 nguy co | co cao 2 tién trién COVID- | nang it nhat 40 kg) 40 kg) c6 nguy co cao 3 bao gom nguy co nhap vién
cao 2 tién trién COVID- |19 ning, bao gdm nguy co | co nguy co cao 3 tién |tién trién COVID- 19 hoic tir vong, danh cho ddi
19 ning, bao gdm nguy | nhap vién hoic tir vong. trien COVID- 19 nang, bao gdm nguy co | twong bénh nhan khang tiép
co nhap vién hoac ti nang, bao gdm nguy | nhap vién hoic tir vong. can dugc hoac khong thich
vong. Tiéu chi du diéu kién 4 PEP | co nhap vién hoac tir hop vé mit 1am sang véi cac
vong. licu phap diéu tri COVID-
Tiéu chi du diéu kién 4 19 khac da dugc phé duyét
PEP FDA
Thoi diém Diéu tri: Trong vong 10 | Diéu tri: Trong vong 10 Trong vong 10 ngay | Trong vong 5 ngay sau Trong vong 10 ngay sau khi
ké don ngay sau khi khoi phat | ngay sau khi khai phat triéu | sau khi khai phat khi khai phat triéu chiang | khoi phat triéu ching
triéu chiing chiing triéu chiing

Du phong PEP: Khéng | Dy phong PEP: Khong xac

xac dinh dinh
Céc xét Diéu tri: Xét nghiém Diéu tri: Xét nghiém SARS- | Xét nghiém SARS- | Xét nghiém SARS-CoV-2 | Xét nghiém SARS-CoV-2
nghiém can SARS-CoV-2 duong CoV-2 duong tinh CoV-2 duong tinh duong tinh duong tinh
thuc hién tinh

‘ PEP: Khong yéu cau xét
PEP: Khéng yéu cau xét | nghiém
nghiém
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https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f3
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f4
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f3
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f4
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f3
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f3
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx#f3

Casirivimab/Imdevimab
(REGEN-COV®)

Khang thé don dong

Bamlanivimqb/Etesevimab
Khang the don dong

Sotroyimab
Khang the don dong

Nirmatrelvir/ritonavir
(PAXLOVID®)
Thuéc khang virus
dwong udng

Molnupiravir
Thuoc khang virus
dwong uong

Han ché
chi dinh

Khong phé duyét st
dung cho:

o Bénh nhan phai

Khong phé duyét sir dung
cho:

« Bénh nhan tur 2 tudi

Khong phé duyét st
dung cho:

e Bénhnhan

Khong phé duyét st dung
cho:

o Bénh nhan phai

Khong phé duyét str dung

cho:

e Bénh nhan dudi 18

nhap vién do tro 1€n phai nhap phai nhap nhap vién do tudi
COVID-19. vién do COVID-19 vién do COVID-19 ning . Bitdaudiéutri o
« Bénh nhan can hd « Bénh nhan, bat ké COVID-19. hodc nguy kich. bénh nhan nhap vién
trg oxy do lra tudi ndo, can liéu « Bénhnhan « Duy phong COVID- do COVID-19.
COVID-19 phap oxy hd tro can liéu phap 19 trude khi phoi e Siurdung qué 5 ngay
HOAC can tang va/hoic hd trg hd hd tro oxy nhiém hoac sau khi « Dy phong COVID-
Iuu luong oxy do hap do COVID-19 COVID-19 phoi nhidm. 19 truée khi phoi
COVID-19 (6 HOAC can ting luu HOAC can o Strdung qua5s nhiém hoic sau khi
nhitng bénh nhan luong oxy va/hoac tang luu ngay. phoi nhiém.
dang duogc dung hd tro h6 hap do lugng oxy do
licu phép hd tro COVID-19 (& nhitng COVID-19 (&
oxy do cac bénh bénh nhan dang dugc nhitng bénh
ly khac khong diing liéu phap hd tro nhén dang
lién quan dén oxy/ hd tro hd hap do duoc ding
COVID-19). cac bénh ly khac licu phap ho
khong lién quan dén tro oxy do céc
COVID-19). bénh Iy khac
khéng lién
quan dén
COVID-19).
Than trong vé Khong Khong Khong « Ritonavir c6 thé « Khoéng khuyén céo

ké hoach hoa
gia dinh

lam giam hiéu qua
cua cac vién tranh
thai két hop. Bénh
nhan nén st dung

su dung trong thai ky
do c6 nguy co gay
hai cho bao thai
trong nghién cuu trén
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Casirivimab/Imdevimab Bamlanivimab/Etesevimab Sotrovimab Nirmatrelvir/ritonavir
(REGEN-COV®) (PAXLOVID®)
Khang thé don dong Thuéc khang virus

dwong udng

Khang thé don dong Khang thé don dong

Molnupiravir
Thuoc khéng virus
dwong uong

Mot phuong phap
tranh thai hiéu qua
khac hoac st dung
thém liéu phap
tranh thai.

dong vat thi nghiém.

Chi sir dung ¢ phu
nix ¢ thai khi lgi ich
vuot troi nguy co
danh gia trén tung ca
thé.

Phu nir trong d6 tudi
sinh san can duoc tu
van vé nguy co ddi
véi thai ky va nén sur
dung phuong phap
tranh thai hiéu qua
va thuong xuyén,
néu 6, trong sudt
thoi gian diéu tri va
trong 4 ngay sau liéu
molnupiravir cudi
cung.

Nam gidgi co kha
nang sinh san, O
quan hé¢ tinh duc vai
phu nir co kha nang
sinh d¢ nén st dung
phuong phép tranh
thai hiéu qua va nhat
guan trong thoi gian
diéu tri va it nhat 3
thang sau liéu cudi
cung.
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Casirivimab/Imdevimab

(REGEN-COV®)

Khang thé don dong

Bamlanivimqb/Etesevimab
Khang the don dong

Nirmatrelvir/ritonavir
(PAXLOVI D®)
Thuoc khang virus

Sotroyimab
Khang the don dong

Molnupiravir
Thuoc khang virus
dwong uong

Chéng chi
dinh

Tién st phan ¢ng qué
man ning, bao gom séc
phan vé, véi REGEN-
COoVv®

dwong udng
Tién st qua man vai bat
ky thanh phan nao cua
thuoc.

Tién st phan ang
qua man voi
sotrovimab hoic bat
ky thanh phan nao
cua thube Dung dong thoi véi cac
thudc chuyén héa manh
qua CYP3A va nong do
thudc tiang cao lién quan
dén cac phan ang nghiém
trong/ de doa tinh mang.

Dung dong thoi véi cac
thudc cam wng manh
CYP3A lam giam dang ké
nong do nirmatrelvir hoac
ritonavir trong huyét
tuong ¢ thé lam mat tac
dung cua thubc va dan dén
tinh trang khéang thudc.

Pwong dung

Truyén tinh mach hoic
tiém dudi da

Truyén tinh mach

Truyén tinh mach Udng

Udng

Liéu dung

Piéu tri va lieu du
phong PEP dau tién:
600 mg casirivimab va
600 mg imdevimab

Liéu du phong PEP lap
lgi (Mdi 4 tuan): 300 mg
casirivimab va 300 mg
imdevimab

biéu tri va duw phong PEP:
nguoi 16n va tré em > 40 kg:
700 mg bamlanivimab va
1400 mg etesevimab licu
duy nhat

Vi tré em < 40 kg, xem
duwoi day.

500 mg liéu duy nhat | 300 mg nirmatrelvir (2
vién 150 mg) va 100 mg
ritonavir (1 vién 100 mg)
udng cung nhau, 2 1an mai
ngay trong 5 ngay, cung
hoac khong cung thic an.
Nén nuét nguy@n vién,
khong nhai, b¢, nghién.

800 mg (4 vién 200 mg)
udng mdi 12 gio, trong 5
ngay, cung hoac khéng cung
thirc an.
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Nirmatrelvir/ritonavir
(PAXLOVID®)

Casirivimab/Imdevimab

(REGEN-COV®) Sotrovimab

Khang thé don dong

Bamlanivimqb/Etesevimab
Khang the don dong

Molnupiravir
Thuoc khang virus

Khang thé don dong

Thuéc khang virus
dwong uong

dwong udng

Vaéi bénh nhén suy giam
chirc nang than, xem duoi
day.

Liéu dung cho
cac doi tugng

Tré em — néu du tiéu
chuan st dung, khong

Tré em:

Tré em - néu du tiéu
chuan str dung,

Tré em:

Tré em — Khong str dung,
thuoc c6 thé anh hudng den

dic biét can chinh liéu Véi tré em <18 tudi | khong can chinh liéu o Véitré >12 tudi va |su phét trién cua xuong va
va nang > 40 kg, nang > 40 kg, sun.
Phu nik c6 thai hoic khong can chinh liéu | Phu nix c6 thai hosc khéng can chinh
cho con b — Khéng can Véi tré em <18 tudi | cho con b — Khéng liéu Phu nix ¢6 thai hoic cho

chinh liéu

Suy than — Khong can
chinh lieu

Suy gan — Khong c6
hudng dan

va nang < 40 kg, liéu
theo can nang:

>20 kg dén <40 kg:
350 mg
bamlanivimab va 700
mg etesevimab

>12 kg dén 20 kg:
175 mg
bamlanivimab va 350
mg etesevimab

1 kg dén 12 kg: 12
mg/kg bamlanivimab
va 24 mg/kg
etesevimab

Phu nir c6 thai hoic cho
con ba — Khéng can chinh

lieu

Suy than — Khéng can

can chinh liéu

Suy thin — Khong
can chinh liéu

Suy gan — Khong co
hudng dan

Phu nir c6 thai hoic cho
con bu — Khéng can chinh
lieu

Suy than

« Khong can chinh
liéu & bénh nhan
suy than nhe

e Bénh nhan suy than
mirc d6 trung binh
(eGFR =30 to <60
mL/min): 150 mg
nirmatrelvir (1 vién
150 mg) va 100 mg
ritonavir (1 vién
100 mg), 2 lan mdi
ngay, trong 5 ngay
(2.2)

o PAXLOVID khoéng

con ba — Khong khuyén cao
su dung trong thai

ky. Khéng cho con bu trong
qua trinh dung thudc va it
nhit 4 ngay sau liéu cudi
cung.

Suy than — Khong can
chinh lieu

Syy gan — Khong c6 hudng
dan
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Casirivimab/Imdevimab

(REGEN-COV®)

Khang thé don dong

Bamlanivimqb/Etesevimab
Khang the don dong

Sotrovimab

Khang thé don dong

Nirmatrelvir/ritonavir
(PAXLOVID®)
Thuéc khang virus
dwong udng

Molnupiravir
Thuoc khang virus
dwong uong

chinh liéu

Suy gan — Khéng can chinh
lieu véi bénh nhan suy gan
nhe

khuyén céo st
dung & bénh nhan
suy than nang
(eGFR <30
mL/min).

Suy gan:

« Khong can chinh
lidu & bénh nhan
suy gan nhe - trung
binh.

« Khong khuyén céo
st dung & bénh
nhén suy gan nang.

Theo ddi sau
khi dung

1 gio

1 gio

1 gio

Khong

Khdng

Tac dung phu
(ghi nhan tir
thir nghiém
lam sang)

Phan tng lién quan dén
tiém truyén (1V), bao
gom ca phan ang phan
vé; phan ung tai vi tri

tiém (voi dang tiém dudi

da)

Tinh trgng Iam sang té

hon so vadi cac phan ung

phl'/’ti sdt, kho tho tang,
thicu oxy, nhip tim

nhanh, mét moi, thay doi

Phan tng lién quan dén tiém
truyen (1.1%), gom ca phan
vé (0.07%)

Céc tc dung phu khac (tat
ca <1%): Buon nén, chong
mat, ngua.

Tinh trgng 1am sang té hon
so vai cac phan ing phu:
sét, kho th tang, thiéu oxy,
nhip tim nhanh, mét moi,

Phan tng lién quan
dén tiém truyén
(1%); 1 ca soc phan
ve.

Cac tac dung phu
khéac:

sét, 6n lanh, chéng
mat, kho tha, ngua,
phat ban

Tinh trgng l1am sang

Téc dung phu (>1%): rbi
loan tiéu hoa (6%), tiéu
chay (3%), ting huyét &p
(1%), va dau co (1%).

Tac dung phu (=1%): Tiéu
chay (2%), buon nén (1%),
chong mat (1%)
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Casirivimab/Imdevimab

(REGEN-COV®)

Khang thé don dong

Bamlanivimqb/Etesevimab
Khang the don dong

Sotroyimab
Khéang thé don dong

Nirmatrelvir/ritonavir
(PAXLOVID®)
Thuéc khang virus
dwong udng

Molnupiravir
Thuoc khang virus
dwong uong

tinh trang tinh than.

thay d6i tinh trang tinh than.

té hon so voi cac
phan ing phu: sdt,
kho tho tang, thiéu
oxy, nhip tim nhanh,
mét moi, thay doi
tinh trang tinh than.

Nguy co
Twong tac
thuoc

Khéng rd

Khéng rd

Khéng rd

Trung binh/Cao

Dua trén céc dir liéu han ché
hién cd, khdng ghi nhan
tuong tac thuoc

Trang web cia
san pham

REGEN-COV website

Bamlanivimab/Etesevimab
website

Sotrovimab website

PAXLOVID website

Molnupiravir website

Thong tin cho
nhan vién y te

REGEN-COV Health

Care Provider Fact Sheet

Bamlanivimab/Etesevimab

Sotrovimab Health

Health Care ProviderFact

Care Provider Fact

Sheet

Sheet

PAXLOVID Health Care

Molnupiravir Health Care

Provider Fact Sheet

Provider Fact Sheet

Thong tin cho
bénh nhan va
nguoi cham
sOc

REGEN-COQV Patient

Bamlanivimab/Etesevimab

Sotrovimab Patient

PAXLOVID Patient Fact

Molnupiravir Patient Fact

Fact Sheet (English)

Patient Fact Sheet (English)

Fact Sheet (English)

Sheet (English)

Sheet (English)

L EUA — Pheé duyét s dung khan cap ’
Z pé xem chi tiét két qua cua cac thir nghiém 1am sang, xem muc Thong tin cho nhan vién y té.

3 Xem muc Théng tin cho nhan vién y té cua tung thudc dé xach dinh dbi twong bénh nhan nguy co cao. CDC ciing cap nhat trén trang
web danh s&ch cac tinh trang bénh 1y lién quan dén nguy co cao mac COVID-19 nang

* Tiéu chuan dé dung du phong sau phoi nhiém (PEP) bao gom: nhiing ngudi khong tiém du liéu vaccine hodc khong dat dugce dap ang mién

dich day da voi vaccine (vi du nhu: ngudi o tinh trang suy giam mién dich, bao gom ca nguoi dang ubng thudc we ché mién dich); VA tiép xtc
gan véi ngudi mac SARS-CoV-2 hoic ngudi ¢6 nguy co cao phoi nhidm véi nguoi mac SARS-CoV-2 vi sy xuat hién caa nhiém SARS-CoV-2
& nhitng c& nhan khéc trong cing mot dia diém (vi du: nha dudng 140, nha tu).

Nguaon: https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx
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https://www.regencov.com/hcp
https://www.covid19.lilly.com/bam-ete/hcp
https://www.covid19.lilly.com/bam-ete/hcp
https://www.sotrovimab.com/
https://www.covid19oralrx.com/
https://www.molnupiravir-us.com/patients/
https://www.regeneron.com/downloads/treatment-covid19-eua-fact-sheet-for-hcp.pdf
https://www.regeneron.com/downloads/treatment-covid19-eua-fact-sheet-for-hcp.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-hcp.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-hcp.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-hcp.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-hcp.pdf
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Sotrovimab/pdf/SOTROVIMAB-EUA.PDF#nameddest%3DHCPFS
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Sotrovimab/pdf/SOTROVIMAB-EUA.PDF#nameddest%3DHCPFS
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Sotrovimab/pdf/SOTROVIMAB-EUA.PDF#nameddest%3DHCPFS
https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155054/download
https://www.fda.gov/media/155054/download
https://www.regeneron.com/downloads/treatment-covid19-eua-fact-sheet-for-patient.pdf
https://www.regeneron.com/downloads/treatment-covid19-eua-fact-sheet-for-patient.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-patient.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-patient.pdf
http://pi.lilly.com/eua/bam-and-ete-eua-factsheet-patient.pdf
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Sotrovimab/pdf/SOTROVIMAB-PATIENT-FACT-SHEET.PDF
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Sotrovimab/pdf/SOTROVIMAB-PATIENT-FACT-SHEET.PDF
https://www.fda.gov/media/155051/download
https://www.fda.gov/media/155051/download
https://www.fda.gov/media/155055/download
https://www.fda.gov/media/155055/download
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html

