TO' THONG TIN CHO NHA CUNG CAP DICH VY CHAM SOC
SUC KHOE VE SY’ CHO PHEP DUNG KHAN CAP (EUA - EMERGENCY
USE AUTHORIZATION) HYDROXYCHLOROQUINE SULFATE BU'Q'C CUNG
CAP TU KHO DY TR QUOC GIA CHIEN LUQ'C CHO VIEC PIEU TR
COVID-19 & MOT SO BENH NHAN NAM BENH VIEN

Co Quan Quan Ly Thuc Pham va Dwoc Pham Hoa Ky (FDA) da ban hanh Cho Phép
St Dung Khan Cap (EUA) dé cho phép dung hydroxychloroquine sulfate dwgc cung
cép tr Kho Duw Trir Quéc Gia Chlen Lwoc dé diéu tri cho nguo’l I&n va thanh thiéu nién
nang tlr 50 kg tré 1én va dwoc ndm vién véi COVID-19 ma thir nghiém 1am sang khéng
¢6 san, hoac sy tham gia 1a khong kha thi.

EUA nay danh cho viéc str dung hydroxychloroquine sulfate khéng dwoc chap
thuan dwoc cung cap tir Kho Dy Triv Quéc Gia Chién Lwoc (SNS) dé diéu tri
cho ngwi Ién va thanh thiéu nién ning tir 50 kg tré 1én va phai nhap vién véi
COVID-19 ma khoéng c6 thir nghiém lam sang hoac sw tham gia thir nghiém
nay la khong kha thi.

Hydroxychloroquine sulfate phai dwoc udéng bang
dwéong miéng

Dé yéu cau chloroqume phosphate theo Sy Cho Phep Su Dung Khan Cép (EUA):
o’

Xem hwéng dan bao céo cu thé dudi day.

Liéu lwong tdi wu va khoang thoi gian diéu tri 1a khong r6.

Liéu dwoc dé& xuat theo EUA nay dbi véi hydroxychloroquine sulfate dé diéu tri cho
ngwdi I&n va thanh thiéu nién nang tw 50 kg trd 1én va nhap vién véi COVID-19
ma khéng c6 thlr nghiém lam sang hoac khdng thé tham gia, 1a 800 miligam
hydroxychloroquine sulfate vao ngay diéu tri dau tién va sau dé 400 miligam méi
ngay trong bdn dén bay ngay cta téng sb diéu tri dwa trén danh gia Iam sang.

Liéu lwgng va thoi gian dé xuét co thé dwoc cap nhat khi di liéu tir cac thir
nghiém lam sang cé san.

Dé biét thong tin vé cac thir nghiém lIam sang dang th& nghiém viéc st dung
hydroxychloroquine sulfate trong COVID-19, vui Iong xem www.clinicaltrials.

HUONG DAN DUNG THUOC

Phan nay cung cap théng tin can thiét vé viéc st dung hydroxychloroquine sulfate
khong dwoc chap thuan theo EUA nay & ngui Ion va thanh thiéu nién nang tir 50 kg
tré 1én va nhap vién véi COVID-19 ma khéng cé thir nghiém Iam sang hoac viéc tham
gia thtr nghiém nay la khéng kha thi.

T& Théng Tin cho Nha Cung Cép Dich Vu Cham Séc Stre Khée EUA Hydroxychloroquine sulfate,
phién ban ngay 3/4/2020


http:www.clinicaltrials.gov

Vui Idng tham khao t& thong tin nay dé biét théng tin vé viéc st dung
hydroxychloroquine sulfate theo EUA. Chi dinh cho COVID-19 khdng phai 1a mét phan
cuta thang tin trén nhan dwoc FDA phé chuin ma théng tin vé hydroxychloroquine
sulfate cho céac chi dinh khac dwoc FDA chép thuan, bao gébm ca dwoc dong hoc va
théng tin hd so an toan, ngoai cac khuyén nghi vé liéu dung, c6 thé dwoc tim thay
trong mét g6i chén dwoc FDA phé chuan tai https:/dailymed.nim.nih.gov/dailymed/.

Viéc ghi nhan dwoc FDA chép thuan khéng bao gém théng tin lién quan dén an toan
hoac hiéu qua trong COVID-19. Vui Idng tham khao t& thong tin nay dé biét thong tin vé
viéc sr dung hydroxychloroquine sulfate theo EUA va lién két & trén cho viéc ghi nhan
dwoc FDA chép thuan dé biét thém théng tin.

Chéng chi dinh

Hydroxychloroquine sulfate chéng chi dinh véi sw hién dién cta cac thay ddi vé véong
mac hodc thi giac ctia bat ky nguyén nhan nao va & nhirng bénh nhan da dworc biét 1a
qué man cam véi cac hop chat 4-aminoquinoline. Hydroxychloroquine sulfate khéng
nén dwoc sir dung & nhirng bénh nhan c6 khoang QT kéo dai tai dwong co sé hoac
tang nguy co méc bénh loan nhip tim. Cac nha cung cép dich vu cham séc strc khée
nén xem xét can than cac Canh bao va Twong Tac Thudc bén duwdi trwde khi ké toa
hydroxychloroquine sulfate.

Liéu dung
Lieu lwong toi

Liéu dwoc dé
nguoi Ién va t
khoéng c6 tht S S 0
hydroxychloroquine vao ngay dau diéu tri va sau d6 400 miligam m6| ngay trong bén
dén bay ngay trong tbng s ngay diéu tri dwa trén danh gia 1am sang.

Liéu lwgng va thoi gian dé xuat co thé dwoc cap nhat khi di liéu tir cac thir nghiém 1am
sang c6 san.

Dé Nghi Phéng Thi Nghiém va Quy Trinh Giam Sat )
Nén lam dién tdm do co s¢ dé danh gia sy kéo dai khoang QT va cac bat thwong khac.
Nén c6 danh gia co ban vé chic nang than va gan.

Canh bao

Anh Huwéng Bén Tim: Kéo dai khoang QT. Than trong khi ding cho bénh nhan méc
bénh tim, kéo dai QT, tién st rdi loan nhip tam that, nhip tim cham, mét sw quan binh
kali hodc magié, va trong khi dung déng thei véi cac thube kéo dai khoang QT nhw
azithromycin va mét sé loai thubc khang khuan khac. Theo dai dién tam db trong quéa
trinh diéu tri.

1 Liéu lwong hydroxychloroquine sulfate thwdng dwoc thé hién dwdi dang co s&
hydroxychloroquine twong dwong. Mai vién 200 miligam hydroxychloroquine sulfate twong
dwong v&i co s& 155 miligam. Liéu dung dwoc dé xuét trong Té Théng Tin 1a cho
hydroxychloroquine sulfate.

Viém co tim, viém mang ngoai tim va bénh co tim ¢c6 thé lam tang nguy co bi rdi loan

nhip tim. Theo dai thwong tén vé tim.
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Ha dwéng huyét nang: Hydroxychloroquine sulfate da duwoc bao cao la dé giam do thanh thai
va khang insulin. M4t y thirc & bénh nhan cé ho&c khéng st dung thudc tri dai thao dwong da
dwoc bao cao.

Téac dung huyét hoc: Tan mau & bénh nhan thiéu G6PD, giam pancytop, thiéu mau bét
san va giam bach cau trung tinh da dwoc bao céo.

Suy gan: Vi hydroxychloroquine sulfate dwoc biét 14 tap trung & gan, nén than trong khi
dung cho bénh nhan bj viém gan, bénh gan, nghién rwou hoac két hop voi cac thuoe
dwoc biet 1a gay déc cho gan.

Suy than: Hydroxychloroquine sulfate dwoc biét la dwoc dao thai dang ké qua than va
nguy co phan trng doc hai cua thudc nay cé thé cao hon & nhirng bénh nhan bi suy

than.
2

Téac dung hé than kinh trung wong: Hydroxychloroquine sulfate cé thé 1am tang nguy co
co giat & bénh nhan c6 tién s bi ddng kinh. Réi loan ngoai thap cép tinh c6 thé xay ra
véi hydroxychloroquine sulfate. Réi loan tam than, mé sang, kich ddng, hoang mang,
hanh vi tw sat va do giac cé thé xay ra véi hydroxychloroquine sulfate.

Lam n&ng thém bénh Vay nén va réi loan chuyén héa porphyrin: Sir dung
hydroxychloroquine sulfate & bé&nh nhan bi bénh vay nén cé thé gay ra cudc tan cong
nghiém trong cta bénh vay nén. Khi dwoc sir dung & nhirng bénh nhan méc bénh
porporria, tinh

thé tré nén‘trém trong hon. Hydroxychloroquine sulfate khéng
nén duoc st ( ‘ Ki gV ey kAl loigfich én vwot troi hon
nhirng rui ro ti
Bénh ly vong mac: Ton thw véng'mac oc quan sat & mC bénh nhan

dworc diéu tri 1au dai bang hydroxychloroquine sulfate.

Twong Tac Thuéc

Digoxin: Diéu tri dong thoi hydroxychloroquine sulfate va digoxin c6 thé dan dén
tang nong do digoxin trong huyét thanh. Nong dé digoxin trong huyét thanh nén
dwoc theo dbi chat ché & nhirng bénh nhan dwoc diéu tri két hop.

Thubc khang axit va cao lanh: Thuéc khang axit va cao lanh c6 thé lam giam sw hap
thu hydroxychloroquine sulfate; mét khoang théi gian it nhat 4 gio gitva lwong thude
nay va hydroxychloroquine sulfate nén dwoc tuan theo.

Cimetidine: Cimetidine c6 thé trc ché chuyén hoa hydroxychloroquine sulfate,
lam tang mirc do huyét twong cda nd. Nén tranh st dung dong thoi cimetidine.

> MGt s6 chuyén gia khuyén nén giam liéu 50% cho GFR <10 mL/phut, chay than

nhan tao hoac loc mang bung; khéng nén giam lieu néu GFR>10 mL /phut.

Insulin va cac thudc tri dai thao dwong khac: Vi hydroxychloroquine sulfate c6 thé tang
cwong hiéu qua cua dieu tri ha dwong huyét, nén co thé yéu cau giam liéu insulin hoac
cac thuoc tri dai thao dwdng khac.

Thubc tri réi loan nhip tim: Cé thé tang nguy co' gay rdi loan nhip tdm that néu
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hydroxychloroquine sulfate dwoc siv dung dong thei véi cac thube gay réi loan nhip tim
khac, nhu amiodarone, azithromycin hoac moxifloxacin.

Ampicillin: Trong mét nghién ctu vé nhixng ngudi tinh nguyén khée manh,
hydroxychloroquine sulfate 1am gidm dang ké kha dung sinh hoc ctia ampicillin. Nén
tuan theo khoang thoi gian it nhat hai gior gitra khi dung ampicillin va
hydroxychloroquine sulfate.

Cyclosporine: Sau khi dan nhap hydroxychloroqume sulfate, néng do cyclosporine huyét
thanh tang dot ngdt da dwoc bao cao. Do d6, can theo dbi chat ché nong do
cyclosporine trong huyét thanh va néu can, nén ngirng s dung hydroxychloroquine
sulfate.

Mefloquine: Dung phéi hop v&i hydroxychloroquine sulfate va mefloquine c6 thé
lam tang nguy co co giat.

Praziquantel: Trong mét nghién ctru twong tac don liéu, hydroxychloroquine sulfate da
dwoc bao cao la dé lam giam kha dung sinh hoc ctia thudc chdng giun san.

Tamoxifen: Knong nén st dung dong thoi hydroxychloroquine sulfate véi cac thube
duwoc biet 1a gay déc tinh véng mac nhw tamoxifen.

Thudc chéng dong kinh: Hoat dong cia thubc chéng déng kinh c6 thé bi suy gidm

néu dung chu droxychloroquine sulfate.

Str dung tron

Trong cac nghién ¢ va (o

liéu khoang 3 @en 16 u triioi da S

mat co thé. D liéu tién 1am sang cho thay nguy co nhlem doc gien trong mot sb hé
thdng xét nghiém. O ngudi, vai lidu khuyén cdo diéu tri phong bénh va diéu tri sét rét,
cac nghién ctru quan sat ciing nhw phan tich tdng hop, bao gom mét sé it nghién ctru
trién vong vé phoi nhiém hydroxychloroquine sulfate trong thai ky, cho thay khéng ¢
suw gia tAng ty 1& di tat bAm sinh hodc pha thai tw phat.

Can bang gitra rdi ro va lgi ich ca nhan nén dwoc xem xét trudc khi ké
toa hydroxychloroquine sulfate cho phu nir mang thai.

HWONG DAN CHO NHA CUNG CAP CHAM SOC SU'C KHOE

La nha cung cap dich vu chdm séc stre khde dung hydroxychloroquine sulfate, trudc
khi ké don/phan phéi theo luat hién han cta thiéu bang va dia phuong, hay cung cap
cho bénh nhan cda ban t& Théng tin vé “Cho phép Str dung Khan Cép (EUA)
Hydroxychloroquine Sulfate cho B&nh nhan va Cha Me/ Ngwdi Cham Séc” va truyén
dat théng tin sau day cho bénh nhan:

1. B trwéng HHS da cho phép st dung khan cap hydroxychloroquine sulfate.

2. Bénh nhan c6 lwa chon chdp nhan hoéc tv chéi siv dung
hydroxychloroquine sulfate
3. Hau qua tiém tang cua viéc tir chdi hydroxychloroquine sulfate
4. Nhirng rdi ro va lgi ich tiém nang da biét va tiém nang cla
hydroxychloroquine sulfate, dwoc cung cap theo EUA nay.
5. Céc san pham thay thé c6 sdn va loi ich va rdi ro cta ching, bao gém ca cac
th&r nghiém lam sang.
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Néu viéc cung cap thong tin nay sé tri hoan viéc str dung hydroxychloroquine sulfate &
murc dd gay nguy hiém dén tinh mang cta bénh nhan, théng tin phai dwoc cung cép
cho bénh nhan ngay khi c6 thé thuc hién dwoc sau khi dung hydroxychloroquine
sulfate.

YEU CAU BAT BUQC CHO VIEC DUNG HYDROXYCHLOROQUINE

SULFATE VOl S CHO PHEP SU* DUNG KHAN CAP:

Dé giam thiéu rui ro khi st dung san pham duwoc phé duyét nay cho viéc st dung khéng
duoc chap thuan theo EUA va dé t6i wu hoa loi ich tiém nang ctia hydroxychloroquine
sulfate, can c6 cac muc sau day. Viéc str dung hydroxychloroqume sulfate theo EUA
nay duwoc gidi han & nhivrng diéu sau day (tat ca cac yéu cau phai dwoc dap wng):

1. Nguwoi lén va thanh thiéu nién ndng tlr 50 kg tré 18n va nhap vién véi
COVID-19 ma khéng c6 thir nghiém l1am sang hoac sy tham gia the
nghiém khdéng kha thi.

2. Lanha cung cép dich vu cham séc strc khde, hay lién lac véi bénh nhan hoac
cha me/ngwoi cham soc cda ban cho phu hop véi “Te Théng Tin cho Bénh
Nhén va Cha Me/ Ngwdi Cham Soc” trwdc khi bénh nhan dung
hydroxychloroquine sulfate. Cac nha cung cép dich vu cham soc sirc khde
(trong pham vi c6 thé thwc hién dwoc trong cac trwdng hop khan cap) phai
ghi lai trong hd so bénh an ctia bénh nhan la bénh nhan/ ngwdi cham séc da

duoc;
rao cho T¢ Thon Tin cho nh Nhan va Cha MeflNgwoi Cham Séc,
@ 5 ghlofaq &a noideai thude

dwoc phé duyét dwoc phép s dung khong dugc chép thuan
theo Sw Cho Phép S&r Dung Khan Cép Nay.

3. Nha cung cép dich vu cham séc stre khoe ké don va/hodc nha cung cép, cua
nguwoi dwoc chi dinh la/sé cung cap phan hoi cho cac yéu cau tir FDA dé biet
thdng tin vé cac tac dung phu va 16i thudc sau khi nhan hydroxychloroquine
sulfate.

4.  Nha cung cép dich vu cham s6c stre khoe ké don va/hodc nha cung cap Nguoi
chi dinh cé trach nhiém/béo céo céac I6i vé thubc va cac tac dung phu (t& vong,
cac tac dung phu nghiém trong®) xay ra trong qua trinh diéu tri bang
hydroxychloroquine sulfate trong vong 7 ngay ké tir khi bat dau sw kién. Cac
bao cdo nén bao gébm céc dinh danh duy nhat va céac twr
“Hydroxychloroquine Sulfate theo Sw Cho Phép Sir Dung Khan Cap
(EUA).” trong phan mé ta cta bao céo.

«  Guibao céo su kién bat lgi cho FDA MedWatch bang mét trong cac
phwong phap sau: ]
*» Hoan thanh va nép bao cao tryc tuyen:

www.fda.gov/medwatch/report.htm, hoac
= Bang cach sir dung M&u FDA 3500 d3 tra phi bwu chinh (c6 san tai
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/For
ms/UCM163919.pdf) va gtvi lai qua thw (MedWatch, 5600 Fishers
Lane, Rockville, MD 20852-9787), ho&c bang fax (1-800-FDA-0178),
hoac
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= Goi 1-800-FDA-1088 dé yéu cau méot mau bao cao

= CAac béo céo dwoc givi phai bao gdm tén trudng, “M6 Ta Su Kién,
Van Dé hoac St Dung San Pham /L&i Thubc” Tuyén Bb “Diéu Tri
Hydroxychloroquine Sulfate theo EUA.”

*Sy Kién Bét Lo Nghiém Trong dwoc dinh nghia la:

e tlr vong;

= mot sw kién bat loi de doa t&i tinh mang;

= nhap vién ndi trd hoac kéo dai thoi gian nhap vién hién co;

= mot sw bat luc dai dang hodc dang ké hoac sy gian doan dang ké vé kha
nang thwc hién cac chirc nang doi song binh thuwdng;

»  mot sy bat thweng bam sinh/di tat badm sinh;

» mot sy can thiép y t& hodc phau thuat dé ngan ngwra tlr vong, mot sw kién
de doa tinh mang, nhap vién, khuyét tat hoac bat thwong bam sinh.

5. Nha cung cép dich vu chdm séc strc khde ké don va/hodc ngudi dwoc
chi dinh clia nha cung cép cd/chiu trach nhiém gl két qua cta bénh
nhan:

= Hoan thanh va nép béo céo truc tuyén:
Khao Sat Bao Cao Két Qua Bénh Nhan Bat Budc - EUA
cho Chloroquine Phosphate va Hydroxychloroquine
Sulfate .https://euachloroquine-hydroxychloroquine-
outcome.ppdi.com/

CACLUAC

Khong ¢ san ham t san tri cho cung
mot dan sb voi chIoroqume phosphate. Thong tin bd sung vé phwong phép diéu tri

COVID-19 ¢6 thé duwoc tim thay tai https:/www.cdc.gov/coronavirus/2019-
ncov/index.html. Cac nha cung cép dich vu cham séc strc khde nén dén thdm
https:/clinicaltrials.gov/ dé& xac dinh xem viéc ghi danh bénh nhan vao thir nghiém 1am
sang c6 phu hop hon so véi st dung san phdm theo EUA nay hay khéng.

CHO PHEP PHAT HANH EUA

B6 Trwdng B Y Té Va Dich Vu Nhan Sinh (HHS) da tuyén bb tinh trang khan cip nham
ching minh viéc st dung khan cp hydroxychloroquine sulfate dwo'c cung cép tir Kho
Dw Trir Quéc Gia Chién Lwoc dé diéu tri cho ngudi Ién va thanh thiéu nién nang tir 50
kg tr& [én va phai nhap vién v&i COVID-19 ngwdi ma mét thir nghiém 1am sang khdng
c6 sén, hodc sw tham gia la khéng kha thi. Dap Lai, Co Quan Quan Ly Thwc Phadm va
Dwoc Phdm Hoa Ky (FDA) da ban hanh Cho Phép Str dung Khan cép (EUA) vé viéc st
dung khong dwoc phé duyét san pham da dwoc FDA phé duyét hydroxychloroquine
sulfate dwoc cung cap tv Kho Dy Trir Quéc Gia Chién Lwoc cho ngwdi Ién va thanh
thiéu nién nang twr 50 kg tré én va phai nhap vién véi COVID-19 cho nhirng nguwéi tham
gia ma th&r nghiém Iam sang khéng c6 sén hoac viéc tham gia la khéng kha thi. La nha
cung cap dich vu cham séc stre khde, ban phai tuan tht cac yéu cau bat budc ciia EUA
duoc liét ké & trén.

FDA da ban hanh EUA nay, dugc yéu cau bdi Co Quan Nghién Clru va Phat Trién Y
Sinh Tién Tién (BARDA).

Ma&c du cé s&n thong tin khoa hoc han ché, that hop ly khi tin rang hydroxychloroquine
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sulfate c6 thé c6 hiéu qua trong diéu tri cho ngwdi Ién va thanh thiéu nién nang tir 50 kg
tré 1én va nhap vién véi COVID-19 ma khéng cé th&r nghiém lam sang hoac viéc tham
gla thdr nghiém nay khong kha thi, nhw dwoc quy dinh trong To Thong Tin Nay. Ban c6
thé dworc lién lac va yéu cau cung cap théng tin dé gilip danh gia viéc str dung san
pham trong trworng hop khan cip nay. Cac tac dung bat loi nghiém trong lién quan dén
viéc str dung hydroxychloroquine sulfate phai dwgc bao cao cho FDA thdng qua bao
c4o0 truc tuyén tw nguyén MEDATATCH cla FDA.
www.fda.gov/medwatch/report.htmVui Iong bao gébm trong tén trwéng, “M6 Ta Sw Kién,
Van Dé hodc St Dung San Pham/L6i Thudc” tuyén bb sau day: Diéu Tri Theo Sw Cho
Phép Str Dung Khan Cap (EUA) Hydroxychloroquine Sulfate.

EUA cho hydroxychloroquine sulfate sé két thic khi Bé truwéng xac dinh rang cac truong
hop bién minh chg EUA khong con ton tai hoéc l;hi c6 svw thay doi ve trang thai phé
duyét cua san pham ma EUA khdéng con can thiét nira.

Revoked
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