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. Health Canada: Hoi ching viém ru(t lién quan dén khang sinh
amoxicillin

Théng tin danh cho nhén vién y té:

1161 chimg viém rudt do thude 1a mét phan tng di tmg véi tridu ching dién
hinh 14 n6n kéo dai (1-4 gio sau khi dung thudc), chu yéu duogc béo cao ¢ tré em
st dung cdc thudc chira amoxicillin. Céc triéu chimg khac ¢6 thé bao gom dau
bung, mét moi, tiéu chay, ha huyét ap hoac tang bach cau trung tinh. Trong cac
truong hop nghiém trong, héi chimg viém ruét do thubc co thé tién trién thanh

sOcC.

rudt do thude, vi day cé thé 1a ddu hiéu cua mot phan ung di ung nghxem trong.

Nguy co gdp hoi chung viém rudt s& duoc cép nhét trong céac to' thong tin
an pham cla thude chtra amoxicillin. Théng tin nay s€ duoc cép nhét tai cdc i
muc Canh bao va than trong, Tac dung khong mong muon, Théng tin thuée danh
cho bénh nhdn trong to théng tin san pham cua cac thuée chira amoxicillin Tuu
hanh tai Canada.
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2. Medsafe: Nhic lai chdng chi dinh sir dung thubc e ché men chuyén
(ACEI) va thubc we cheé thu theé angiotensin (ARB) trong thai ky

Béi canh

Trung tdm theo doi1 phan ing c¢é hai & New Zealand (CARM) da nhan dugce
mét bao cdo nghi ngd phan tng c6 hai cia thude lién quan dén st dung dong thoi
losartan va empagliflozin trén thai nhi phoi nhiém thubc trong thai ky. Cac phan
ung duoc bao cao gébm hoi chung suy thai, rdi loan thai nhi va hdi ching Potter
(mot tinh trang hiém gip 1am giam nuée 6i va suy than & thai nhi). Di liéu vé tinh
an toan cua empagliflozin trong thai ky con han ché.

Diém tin nay nhac lai thuéce tc ché men chuyén va thudc uc ché thu thé
anglotensin bi chong chi dinh trong thai ky.



Ting huyét ap khi mang thai

Trong thai ky, huyét ap khong duoc kidm so4t co thé dan d¢én tién san giat
va nhirg hau qua bat lgi cho me va thai nhi.

Thubc diéu tri ting huyet ap duoc khuyén cdo st dung cho tat ¢4 phu nir
mang thai gdp con tang huyét 4p nghiém trong dé giam huyét ap ngay. Thude

cling duoc can nhac su dung trén phu nit co tang huyét 4p thai ky, déc biét khi ¢o
thém céc yéu té nguy co gay tién san giat va/hodc cdc bénh di kem.

Nguy co khi sir dung ACEi va ARB

Céc thubc dau tay trong diéu tri tang huyét 4p ¢ bénh nhan ngu’c‘)'i 16n bao
gdm ACEI (enalapril, lisinopril, perindopril, quinepril, ramipril) va ARB
(candesartan, losartan). Tuy nhién, cac thudc nay chéng chi dinh trong thai ky.

Viéc st dung cac thube nay trong thoi ky mang thai ¢o moi lién quan
doc tinh trén thai nhi va tré so sinh, bao gom di tat hép so, giam the tich dich
ha huyét &p, tang kali méu, suy than va thai chét luu.

Khuyén cao khi ké don ACEI va ARB cho bénh nhan ¢6 kha ning sinh

dén
01,

Trudc khi bat dau diéu tri can hoi bénh nhén c6 dang mang thai hodc co dy
dinh mang thai hay khong.
Thong bdo cho bénh nhan nguy co cua thube ACEI/ARB lén thai nh i VA

khuyén khich bénh nhan dén gép bac st néu ho mang thai. Néu bénh nhan ¢ 1<c
hoach mang thai, c¢in nhéc chuyén sang st dung thudc diéu tang huyét ap hay theé

trudce khi thu thai.
Néu’bénh nhan mang thai trong qua trinh diéu tri bang ACEI/ARB, cén
ngtmg thuoc va thay thé bang thudc diéu tang huyét 4p phu hop khac.

Nguén: medsafe.govt.nz/profs/PUArticles/SeptembelQ024/ACEi-and-ARBs -contramdicated:
in- -pregnancy. hrml
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3. Medsafe: Khong st dung promethazin dudng uong cho tré dwéi 6 tudi do
nguy co gip phan wng c6 hai trén tam than va hé than Kinh trung uvong

Promethazin dudmg udng hién chong chi dinh cho tré dudi 6 tuoi.

Su thay ddi nay duoc dua ra sau khi nha sén xuét danh gia do an toan khang
dinh c6 moi lién hé gitta promethazin va cc phan Ung c6 hai trén tam than va hé
than kinh trung wong & tré dudi 6 tuoi.




To théng tin san phidm cua Phenergan Tablets, Phenergan Elixir va thong
tin danh cho bénh nhan da duoc cap nhat chong chi dinh mdi. Nha san xuat dang
soan thao Thu gui to1 céc nhan vién y té.

Céac thong tin st dung thude trén bao bi Phenergan Tablets va Phenergan
Elixir dang duoc cap nhét thém gioi han do tudi. Tuy nhién, s& can thoi gian trudc
khi sdn pham va bao bi mdi cd mat trén thi truong.

Medsafe da yéu cau céc don vi san xuét thudc vién va dung dich thude uéng
khac chira promethazin cép nhat dir liéu trong to thong tin danh cho bénh nhéan va
théng tin st dung thudc trén bao bi.

Tac dung cua promethazin

Promethazin 1a thudc khang histamin H1 duoc st dung de dzeu tri di ung
(viem miii di tng), budn nén va nén (do say tau xe) & tré tir 6 tu01 trO’ len

Théng tin danh cho nhén vién y té ’

- Promethazin duong u{mg hién chéng chi dinh dbi v6i tré em dudi 6 tudi
(trudc day 1a trée em dudi 2 tudn).

- Mot danh gia an toan dd ghi nhan nguy co cao gép cac phan ung c6 hai
trén tdm than va hé than kinh trung vong ¢ tré duéi 6 tudi gom tang dong, hung -~
hang va 4o gidc. St dung liéu cao promethazin theo dudng uéng co thé gdy ra

chung suy giam nhéan thue nhu réi loan nhén thire ¢6 héi phuc va thiéu nang tri
tué.
- Str dung liéu phap diéu tri thay thé cho tré dudi 6 tudi bi di tng hodc budn
nén. Co thé tham khao hudng dan diéu tri tai dia phuong.

- §& can thoi gian dé thudc co to thong tin dugc cap nhat cd mat tai cac hiéu
thuoc.

- Can khuyén cdo nguox ticu dung dang ¢6 che phém promethazin tai nha
khong str dung cho tré dudi 6 tudi va tham khao tu van cia béc sT hodc duoc sT dé
lya chon li¢u phap diéu tri khac.

Thong tin bo sung

Promethazin da co chong chi dinh cho tré dudi 2 tudi vi nguy co cao gip
suy ho hap dan dén tu vong (kho tho).

Tinh trang budn ngu, tinh trang qua kich thich nghich ly ( hung phéan qué
muc thay vi cam thay budn ngit), gip 4c mong va mat phuong huong da duogc ghi
nhan trén mot sb truong hop su dung promethazin & tré em.

M6t bao cdo danh gia tir nha san xuét clia Phenergan Tablets va Phenergan
Llixir, da ghi nhan nguy co cao gip cac phan tng ¢6 hai trén tim than va he than
kinh trung uong co lién quan dén sir dung promethazin & tré tir 2 dén 5 tudi. Ngoai
cac phan ung co hax da blet meu chung tang dong, hung hang va gap a0 glaL con

)o huno nguy co nay, Phenel gan Tabl ets va Phcnergan Elixir hién chi st dung
o tr¢c em va nguoi 1on tu 6 tudi tro 1én

G




Nguén: Promethazine (oral): Do not use in children under 6 vears of age duc to the
risk of psychiatric and central nervous system side effects (medsafc.govt.nz)
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* Cac ¥ kién dong gép giri vé: Khoa Duoc — TTB - VI'YT, T6 Duogc Lam sang — Thong
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