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NOI DUNG

4+ Thong tin thudc

Khuyén cdo khong str dung thudc chéng sung huyét mit trong diéu tri do mét va/hoic

viém mat nhe cho tré dudi 12 tudi

Canh bao tranh st dung thudc khang histamin thé hé 1 cho tré nho diéu trj ho, cam

lanh va ciim.
#+ Canh giac duoc

Quyét dinh ngimg luu hanh dich truyén hydroxyethyl-starch (HES) tai Chau Au
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KHUYEN CAO KHONG SU DUNG THUOC CHONG SUNG HUYET TRONG
PIEU TRI PO MAT VA/HOAC VIEN MAT NHE CHO TRE EM DUOI 12 TUOI

Thudc chéng sung huyét mit 1a loai thudc giup lam giam tam thoi tinh trang d6 mat
va/hodc viém mit nhe nho tic dung co mach mau va 1a thudc khong can ké don, cac thude
nay khong bit budc phai c6 td thong tin thude di kém. Thay vao dé, nguoi dung chi biét
dugc cac thong tin vé thudc thong qua ndi dung ghi trén bao bi. Néu thong tin canh bao trén
bao bi khong day du, tré em c6 nguy co gip phai rai ro khong mong mudn khi sir dung
thudc bao gdm nguy co xay ra tic dung toan than ciing nhu nhiing lo ngai do thiéu thong
tin vé tinh an toan va hiéu qua st dung thudc

Hién tai, gio6i han d6 tudi sir dung da duoc liét ké trén bao bi mot sb thude chéng
sung huyét mat nhu:

- Naphazolin: M6t s6 thudc nhé mat chtra naphazolin dua ra canh bao khong nén sir
dung thude cho tré dudi 12 tudi trén bao bi, trong khi mot s6 thudc khac chua co gi61 han
tudi cu thé.

- Tetrahydrozolin: Nhan thudc chira hoat chit nay dua ra khuyén cdo khong nén s
dung cho tré duéi 6 tudi.

Thang 6/2021, Uy ban vé cac phan tng c6 hai ctia thudc ctia New Zealand (MARC)
d3 Ivu ¥ rang thudc nho mét Clear Eyes (naphazolin) 0,01% khéng c6 giéi han d6 tudi sir
dung ghi trén nhan thudc. Piéu nay dan t6i Clear Eyes ¢ thé dé& dang dugc sir dung cho tré
duéi 12 tudi ma khong can cac chi dinh cua nhan vién y té. Trong khi d6, chuyén luan thube
danh cho tré em ctia New Zealand khuyén cao chi nén st dung naphazolin cho tré tir 12
tudi tré 1én.

Do d6, MARC va Medsafe dé xuit 1én Co s& dit liéu cac thong tin trén nhan (Label
State Database) bo sung gii han d6 tudi trén bao bi thuc chéng sung huyét st dung dé
diéu tri dau mét d6 va/hodc kich ung viém mét nhe, bao gém ca thube chtra tetrahydrozolin
(tetryzolin)

Medsafe dua ra dé xudt ghi trén tit ca cac nhan thudc chdng sung huyét mat khuyén

c4o “Khong st dung thudce nay cho tré dudi 12 tudi” véi ndi dung dé xuat nhu Bang 1

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2236/Medsafe-khuyen-cao-khong-
su-dung-thuoc-chong-sung-huyet-mat-trong-dieu-tri-do-mat-va-hoac-viem-mat-nhe-cho-
tre-duoi-12-tuoi.htm

Nguén
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Bang 1. Cac ndi dung dé xuat vé viéc ghi nhan thudc chdng sung huyét mat

Thuéc

Truwong hep ap dung

Khuyén céo

Quy dinh

Chdng sung huyét
mat

(Naphazolin,
Tetrahydrozolin,
Phenylephrin...)

Str dung trong diéu tri cac
bénh nhan khoa

Diéu tri tinh trang do mat
hoic viém mat mac do nhe

Str dung két hop véi cac
thuéc khac thi gidi han do
tudi khong sir dung sé duoc
chon 14 giéi han d6 tudi cao
nhat cua cac thudc

Khéng st dung cho
tré dudi 12 tudi

Khuyén céo nay bat
budc phai ghi trén
nhdn thuéc cham
nhat 1 12 thang ké tur
khi thong tin duoc
cap nhat trén co so
du liéu

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2236/Medsafe-khuyen-cao-khong-

Nguén
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CANH BAO TRANH SU DUNG THUOC KHANG HISTAMIN THE HE 1
CHO TRE NHO PIEU TRI HO, CAM LANH VA CUM

Thudc khéng histamin thé hé 1 ra doi vao nhitng nim 1940 va van dugc st dung
hién nay. Co ché tac dung cua thude 14 tic dong lén cac thu thé histamin & nfo va tay séng.
Thudc di qua hang rao mau ndo va c6 thé gay budn ngu.

Thudc khéang histamin thé hé 1 bao gom céc ché pham c6 chira cac hoat chét sau:
alimemazin (trimeprazin), brompheniramin, chlorphenamin, dexchlorpheniramin,
diphenydramin, doxylamin, pheniramin, promethazin, triprolidin.

Ké tir ngay 1 thang 9 nam 2020, tat ca cac san pham OTC dudng udng co chaa thude
khang histamin thé hé 1 c6 tac dung an than duoc yéu cau phai c6 canh bao “Khong sir
dung cho tré em dudi 2 tudi”. Cac ché pham uéng diéu tri ho, cam lanh va cam ciing phai
c6 canh bao: “Khong st dung cho tré em dudi 6 tuoi” va “Chi nén sir dung cho tré em tir 6
dén 11 tudi theo khuyén céo cua bac si, dugc si hoic diéu dudng”.

Vira qua, Cuc Quan ly Hang héa Tri liéu (Therapeutic Goods Administration — TGA)
nhac lai cho can bo y té va bénh nhan viéc khdng nén str dung thubc khang histamin thé hé
1, bao gdm ca nhiing loai thuc khong ké don (OTC) dé diéu tri cac triéu chiing ho, cam
lanh va cim & tré em dudi 6 tudi. Thudc khang histamin thé hé 1 ciing khong nén sir dung
cho tré dudi 2 tudi véi tat ca cac chi dinh.

Thong tin danh cho bénh nhan

Khong sir dung thudc khang histamin thé hé 1 cho tré em duéi 6 tudi trong diéu tri
c4c triéu ching ho, cam lanh va cim; va khéng sir dung cho tré em dudi 2 tudi trong véi
tat ca cac chi dinh. Cac san pham nay c6 thé gay hai nghiém trong cho tré nho.

Ngoai ra, viéc sir dung thuéc khang histamin thé hé 1 trong diéu tri ri loan giac ngu
va hanh vi, dac biét 1a ¢ tré em va thanh thiéu nién, c6 thé gay nguy hiém va khong dugc
khuyén khich

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2236/Medsafe-khuyen-cao-khong-
su-dung-thuoc-chong-sung-huyet-mat-trong-dieu-tri-do-mat-va-hoac-viem-mat-nhe-cho-
tre-duoi-12-tuoi.htm
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QUYET PINH NGUNG LUU HANH DICH TRUYEN
HYDROXYETHYL - STARCH (HES) TAI CHAU AU

Dich truyén hydroxyethyl-starch (HES) 1a ché pham dwogc chi dinh trong trudng hop
giam thé tich tuan hoan do mat méu cép tinh va viéc st dung dich truyén tinh thé don doc
khong du hiéu qua.

Ngay 24/5/2022, Uy ban Chau Au di c6 quyét dinh dinh chi lwu hanh dich truyén
HES. Ngay 26/7/2022, Co quan Dwgc pham Chau Au (European Medicines Agency —
EMA) di c6 thu giri can bo y té thong bao vé van dé nay, tom tat thdng tin chinh nhu sau:

- Gi6i han st dung dich truyén HES d3 duoc dua ra tir nim 2013 do nguy co ton
thuong than va tir vong trén mot s nhdm bénh nhan.

- Mic du cac bién phap bd sung nhim dam bao sir dung thudc an toan trén nhém
bénh nhan dé bi ton thuong da duoc thuc hién, tuy nhién cac két qua cudi ciing cua nghién
ctru danh gia str dung thudc cho thay dich truyén HES vén tiép tuc duoc sir dung khdng
theo khuyén céo trong To thong tin san pham, dic biét 1a chéng chi dinh.

- Khdng c6 bién phap khéc kha thi va hiéu qua nham cai thién su tuan tha va giam
thiéu nguy co gay hai cho nguoi bénh, bao gom ting nguy co tir vong.

- Do d6, dich truyén HES d4 bi dinh chi tai thi treong Chau Au.

- Nhan vién y té khong nén st dung dich truyén HES, dong thoi, can xem xét cac
phuong phap diéu tri thay thé phi hop khac theo cac Hudng dan 1am sang.

EMA quyét dinh dinh chi luvu hanh dich truyén HES dua trén két qua danh gia vé
loi ich - nguy co ctia cac ché pham chtra HES trong nhiéu nim qua nhu sau:

- Thang 10/2013, cudc ra soat vé nguy co ton thuong than va tir vong ¢ bénh nhan
sepsis va bénh nhan ning trong céc thir nghiém ngau nhién 16n da hoan thanh. Két qua cho
thay can giéi han st dung dich truyén HES.

- Thang 10/2017, mét cudc ra soat bd sung két qua caa 2 nghién ctru danh gia st
dung thudc da dugc thuc hién. Két qua cho thay van dé dang lo ngai vi cac bién phap han
ché chinh khong duoc tuan thu trong thuc hanh 1am sang va thubc vin duoc sir dung &

nhom bénh nhan chéng chi dinh.

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2239/EMA-Quyet-dinh-ngung-luu-
hanh-dich-truyen-HES-tai-Chau-Au.htm

Nguén
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- Sau &6, thang 2/2022, Uy ban Panh gia nguy co canh gidc duogc
(Pharmacovigilance Risk Assessment Committee — PRAC) da danh gia két qua cudi cung
cuia nghién ciru cac bién phap bé sung d duoc dua ra nhim ting cudng tuan thi cac diéu
kién sir dung duoc cap phép va két luan rang viéc sir dung ché pham nay van khéng tuan
tha To thong tin san pham trong khi cac bién phap giam thiéu nguy co bd sung da dugc
thue hién tir nam 2018. PRAC két luan dich truyén HES van dugc st dung & quan thé bénh
nhan chdng chi dinh, diéu nay dan téi ting nguy co gdy hai nghiém trong, bao gébm ti vong,
cho ngudi bénh, do d6 nguy co da vuot troi so vai loi ich cua thubc. PRAC khuyén céo
dinh chi Ivu hanh cac ché pham chira HES va lya chon li¢u phap diéu tri thay thé pht hop

véi cac Hudng dan 1am sang hién hanh.

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2239/EMA-Quyet-dinh-ngung-luu-
hanh-dich-truyen-HES-tai-Chau-Au.htm
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