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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

So6: 6573 /BYT-KCB Ha Noi, ngay 12 thang 08nam 2021
VIV huéng dan trién khai sir dung
thudce diéu tri COVID-19 do
Vingroup hd trg

Kinh guri: Cac don vi duge phan bd, sir dung thudc Remdesivir trong diéu
tri COVID-19

Thuc hién Cong vin sb 6483/BYT-KCB ngay 10/8/2021 ciia Bo Y té vé
viéc phan b0, sir dung thudc diéu tri Covid-19 c6 hoat chat Remdesivir 100 mg cho
cac co s kham, chita bénh dé diéu tri cho nguoi bénh COVID-19, B phan
thuong truc dic biét cia BO Y té dé hd trg chdng dich COVID-19 tai Thanh phé
HO Chi Minh huodng dan céac co sd kham, chira bénh thuc hién nhu sau:

1. Lap ho so nhan thuoc diéu chuyén gom cac tai li¢u sau:

- Vin ban cta co so néu rd 1y do, s6 lugng bénh nhan dy kién can sir dung
thudc, nhu cau thude twong tmg va cam két chiu hoan toan trach nhiém lién quan
dén viéc str dung thudc dé nghi. Van ban phai kém theo ban chinh hoidc ban sao
c dong diu cta co s& kham bénh, chita bénh bién ban hop Ho1 déng thude va
diéu tri d6i voi thude, trudng hop vin ban da ghi rd danh sach bénh nhan ¢ nhu
cau str dung thudc thi khong phai nop kém theo Bién ban.

- Danh muc thudc dé nghi cua co s& kham bénh, chita bénh theo Phu luc
01 kem theo.

Gui 01 bo hd so vé Bo phan thudng truc dic biét ctia Bo Y té dé hd trg
chéng dich COVID-19 tai Thanh ph6é H6 Chi Minh dé tong hop.

2. Thong bao vo1 bénh nhan hoac ngudi nha bénh nhan cac thong tin vé
viéc thude duoc cap phép nhap khau nhung khéng cung cap duge day da hd so
phap 1y va k¥ thuat ctia thude. Chi dugc sir dung thudce sau khi ¢6 su dong ¥ cua
bénh nhan hodc ngudi nha bénh nhan.

3. Thuc hién theo Hudng din tam thoi sir dung thuéc Remdesivir tai Phu luc
02 kem theo.

4. Thyc hién theo di, danh gia hiéu qua diéu tri va an toan cua thudc, bao
Ccao cac thong tin gém: S lugng thudc da sir dung, hi¢u qua diéu tri, d0 an toan cua
thudc Remdesivir theo Phu luc 03 kém theo cong van giri vé Bo Y té (Cuc Quan Iy
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Kham, chira bénh, Cuc Quén Iy Duoc) vao ngay 30 hang thang dé tong hop va dé
xuit BO Y té bo sung bd sung hudng dan chan doan va diéu tri COVID-19.

Pé nghi cac co'sd khan truong trién khai thuc hién va téng hop béo cao
Bo Y té./.

Noi nhin: KT. BO TRUONG
- Nhu trén; e THT A

- PTTg Vii buc bam, TB CbQGPC COVIDI19 (de b/cao)'

- Bo trudng (dé b/cdo); '
- Cac Thir trudng (dé biét);

- Cuc QL Duroc (dé phdi hop);
- Cong ty CPC1 (dé phdi hop);
- BV Vinmec (dé phéi hop);

- Luu; VT, KCB.

" rlr()'g B) phin thuong truc
dac biét cia BYT tai TP HCM



TEN CO SO KHAM BENH, CHUA BENH

SO

PHU LUC 01

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc l1ap - Tw do - Hanh phuc

DANH MUC VAC XIN/SINH PHAM/THUOC HOA DUQC (1) CHUA CO GIAY PANG KY LUU HANH THUOC TAIl VIET NAM PE

NGHI NHAP KHAU PAP UNG NHU CAU PIEU TRI PAC BIET

Kinh guri: Bo phan thuong truc dic biét caa Bo Y té dé hd trg chdng dich COVID-19 tai Thanh phé Ho Chi Minh .
Tén co sO KNAM DENN, CNlIa DENN: L. e

SO GIUONG DN L.,

Dé dap tmg du thudc phuc vu cong tac kham chita bénh, (tén co sé kham bénh, chira bénh) dé nghi (tén co s nhap khau) nhap khau céc thudc sau dé

cung cap cho nhu cau diéu tri cua co so:
STT |Tén thuoc, dang bao che, quy Hoat chat, ham Pon vi tinh So lwong Chi dinh Tén nha san xuat - Tén nwéc
cach dong goi lwong/nong do san xuat
1
2

(Tén co s& kham bénh, chita bénh) cam két st dung cac thude trén dung muc dich, dang d6i tugng, dung chi dinh theo cac quy dinh hién hanh.

........ ngay .......

thang

....... nam ........

Nguoi ding dau co sé kham bénh, chira bénh
(Ky, ghi rd ho tén,déng dau)




PHU LUC 02: TrI'Ch~hu’6’ng dan tam thoi sir dung Remdesivir 100mg
(5mg/ml) theo hwéng dan cia Cuc Quan |y Thwe pham va Dugc pham Hoa
Ky (FDA Hoa Ky), Co quan quéan ly Dwgc pham chau Au (EMA)

(Ban hanh kém theo Céng vin s6.6573/BYT-KCB ngay 12 thing 8 niam 2021)

1. Chi dinh

- Nguoi bénh COVID-19 diéu tri ndi tra tai bénh vién c6 suy ho hap phai tho
oxy, thd HENC, hodc thé may khong xam nhap.

- Thoi diém dung thude: trong vong 10 ngay dau tir khi khoi phat bénh.
- Nén phdi hop véi Dexamethasone.
& Ul tién sir dung cho nhom nguy co cao: ngudi trén 65 tudi, ngudi cd bénh
nén, béo phi (BMI >25).
- Khéng bat dau sir dung cho nguoi bénh COVID-19 can thé may xam nhap,
ECMO.

- D61 v6i céc trudng hop duoc diéu tri bang Remdesivir trude khi thd may
xam nhap hoac ECMO thi tiép tuc dung Remdesivir cho du liéu trinh.

2. Chong chi dinh

- Phan Umg quéa man véi bat ky thanh phan cua thudc.
- Suy chirc nang than eGFR < 30mL/phut.

- Tang enzyme gan ALT > 5 1an gia tri gii han trén.
- Suy churc nang da co quan nang

3. Liéu va cach sir dung

- Ngueoi 1om va tré em > 12 tuéi, cdn ning > 40kg:

+ Ngay dau tién: lieu 200mg truyén tinh mach trong vong 30 — 120 phuit,
nhiing ngay sau licu: 100mg truyén tinh mach, trong 2-5 ngay. Dbi v6i bénh
nhan khong thay cai thién vé mat 1am sang sau 5 ngay diéu tri thi c6 thé diéu tri
tiép lidu nay (100mg) cho dén 10 ngay.

+ Cach dung: ldy 19 ml nudc cat pha vao lo thuég Remdesivir 100mg dé
dugc 20 ml thude sau do pha va1 230ml Nacl 0,9% truyén tinh mach trong vong
30 — 120 phdat.

- Tré em < 12 tudi, cdn nang tir 3,5 dén 40kg

+ Ngay dau tién: licu 5mg/kg/liu, nhimg ngdy sau liéu: 2,5mg/kg/licu
truyén tinh mach, trong 2-5 ngay. Doi voi bénh nhan khong thay cai thién vé
mat 1am sang sau 5 ngay di€u tri thi c6 thé dicu tri ti€p liéu nay (2,5mg/kg/licu)
cho dén 10 ngay.

+ Cach dung: léy 19ml nude cét pha vao lo thudc Remdesivir 100mg dé
dugc 20ml thudc, lay so lugng thuoc da pha tinh theo c@n nang pha vdi Nacl
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0,9% dé duoc ndng do remdesivir 1,25 mg/mL, truyén tinh mach trong 30-120
phut,

- Tré em dudi 12 tudi va cdn ndng > 40 kg: ap dung giéng liéu cia nguoi 16n
4. Than trong

- Phu nit c6.thai va cho con bl: Chua c6 dir liéu day du. Khong khuyén céo
trir truong hop loi ich vuot trdi so véi nguy co.

- Nguoi suy gidm chuc nang than: Chua c6 dir liéu danh gia, nhung voi
eGFR > 30 mL/phiit, khong can chinh licu.

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

- Khong truyén Remdesivir cung luc voi cac thude khac.
5. Tac dung khong mong mudn

- Cac phan ung do qua man: Tut huyét ap, budn nén, non, chay mo hoi, ring
minh. Nén Iya chon truyén cham trong 120 phut dé han ché tac dung khdng
mong mubn.

- C6 thé gay cham nhip xoang.

- Tang enzyme gan ALT: ngimg dung Remdesivir khi ALT tang > 10 1an so
voi trude st dung, hodc tang ALT di kem cac bicu hién cua ton thuong chirc
nang gan trén Iam sang, can lam sang (thoi gian Prothrombin kéo dai).



TEN CO SO KHAM BENH, CHUA BENH

PHU LUC 03

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc l1ap - Tw do - Hanh phuc

BAO CAO VE VIEC SU DUNG THUOC NHAP KHAU PAP UNG NHU CAU PIEU TRI PAC BIET

Kinh giri: Bo Y té.

Tén co sO KNAM DENN, CNlIa DENN: L . e e
DI Nl
SO GIEONG DENNI ..o PP
Trong thoi giantir............. dén............ , (tén co s& khdm bénh, chira bénh) da sir dung cac thuoc sau phuc vu nhu cau diéu tri cua co so:
STT | Tén thuoc, dang bao | Hoat chat, ham | Pon vi | So lwgng da sir Chi dinh Tén nha san xuat - Nhan xét vé higu qua dieu tri, do
che, quy cach dong | lwgng/nong d9 | tinh dung” Tén nwoc san xuat| an toan caa thuoc trong truwong
goi hop da st dung thuoc de nghi
nhap khau
1
2
3
Co s& kham bénh, chita bénh xin hoan toan chiu trach nhiém vé tinh chinh xac cta cac thong tin trén day.
............ ngay ....... thang ....... nam ... .....

*S6 luong thude st dung trong vong 01 thang trudc thoi diém lap Bao céo

Giam dbc co sé kham bénh, chira bénh

(Ky, ghi rd ho tén, déng dau)
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