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1. TGA: Nguy co ngd doc lién quan
dén thuéc pha ché chira Ca ddc duoc
diéu tri hoi chieng quay khoc & tré so
sinh va tré nhé

Nhan vién y té va ngudi cham soc tré
can nhan thirc day da vé nguy co ngd doc
ca doc duogc & tré so sinh va tré nho dé co
bién phap xu tri kip thoi. Thudc pha ché
diéu tri hoi chiing quay khoc chtra ca doc
duoc (Atropa belladonna) c6 thé gay ra cac
tac dung khdng mong mudn nghiém trong
& tré so sinh va tré nho, bao gém: kho
miéng, kho da, gidn dong ta, bi tiéu, mét
moi va biéng an.

Gan day, Co quan Quan ly Duoc pham
Uc (TGA) di nhan duoc béo cao vé mot s6
bién cb bat lgi nghiém trong trén tré so
sinh va tré em khi s dung thuéc pha ché
dé diéu tri day hoi va hoi chung quay khoc

2. Twong tac thudc giira clopidogrel
va thuéc @c ché bom proton (PPI):
Théng tin tir T6 chitc Chuyén gia Dwoc
tai Anh

Khong khuyén céo st dung dong thoi
clopidogrel ~ véi  omeprazol hoac
esomeprazol do twong tac thudc co ¥ nghia
trén 1am sang. C6 thé sir dung clopidogrel
dong thoi véi cac PPI khéc.

Nguy co khi sit dung thudc dong
tho:

Theo co ché tac dung, clopidogrel c6
thé dan dén tac dung khéng mong mudn
trén dudng tiéu héa nhu xuét huyét, kho

c6 chtra ca doc duoc. Vi vay, TGA dang
tién hanh danh gia va xac dinh céc bién
phap xur tri can thiét.

Thudc pha ché 1a thude duoc pha ché
theo don boi nhan vién y té, thuong la
duoc si tir nhitng nguyén liéu 1am thubc
ban dau.

TGA khong danh gid an toan, chat
lwgng va hiéu qua cua thudc pha ché theo
don diéu tri triéu chung day hoi va hoi
ching quiy khoc & tré so sinh va tré nho.
Hién nay, cac thudc nay tai Uc duoc pha
ché dua trén quy dinh tr huéng dan cua
Hoi dong Duoc pham Uc va tiéu chuén
thuc hanh chuyén mén.

Nguon: Compounded colic preparations
containing Atropa belladonna | Therapeutic
Goods Administration (TGA)

tiu va loét dudng tiéu héa. Thube tc ché
bom proton (PPI) thuong dugc ké don
ddng thoi vai clopidogrel nham giam thiéu
nguy co gip tac dung khéng mong mubn
néu trén ¢ bénh nhan cé nguy co cao.

Trong truong hop Kiém soét tac dung
khéng mong muén, viéc sir dung dong thoi
hai thudc lai c6 nguy co twong tac thudc.
Clopidogrel la tién thudc dugc hoat héa
nho enzym CYP2C19. Omeprazol/
esomeprazol uc ché enzym CYP2C19, lam
giam nong do clopidogrel c6 hoat tinh
trong huyét thanh khi st dung dong thoi.



Cac PPI khac cd thé uc ché CYP2C19
& mic do thap hon va tuong tac thude chua
c6 y nghia trén 1am sang.

Mire d6 can thiét caa viéc phéi hop
clopidogrel va PPI:

Vién Y té va Chat luong Diéu tri Quéc
gia Anh (National Institute of Health and
Care Excellence - NICE) khuyén céo bat
dau sir dung PPI trén bénh nhan dang sir
dung clopidogrel c6 nguy co cao gap tac
dung khéng mong muén trén dudng tiéu
héa. Cac yéu té nguy co bao gom

- Tubi cao (dac biét trén 75 tudi)

- Tién sir loét da day ta trang, xuat
huyét duong tiéu héa hodc thung da day ta
trang

- Nhiém Helicobacter pylori

- St dung ddng thoi cac thudc dugc
biét c6 thé ting nguy co xuat huyét duong
tiéu hoa

Bit dau sir dung PPI:

Vo6i bénh nhan dang st dung
clopidogrel can phai st dung PPI, khong
sir dung omeprazol/esomeprazol. Uu tién
su dung lansoprazol, pantoprazol hoac
rabeprazol.

Bit dau sir dung clopidogrel:

Vo6i bénh nhan dang st dung
omeprazol/esomeprazol can phai st dung
clopidogrel, nén chuyén sang st dung PPI
khac, gom lansoprazol, pantoprazol hoic
rabeprazol.

Khuyén céo tir Hiép hdi chuyén
mon:

Hiép hoi Tim mach Chau Au nhan
dinh rang omeprazol/esomeprazol c6 tuong
tac thuéc c6 ¥ nghia trén lam sang voi
clopidogrel. Lansoprazol c6 nguy co trung
binh, pantoprazol va rabeprazol c6 nguy co
thap gap twong tac trén.

Khuyén céo tir co' quan quan ly:

Co quan Quan ly Dugc pham Anh
(MHRA) va Co quan Dugc pham Chau Au
(EMA) khong khuyén céo sir dung dong
thoi clopidogrel Vi omeprazol/
esomeprazol.

Théng tin san pham:

- Clopidogrel: khong khuyén céo st
dung ddng thoi  véi  omeprazol/
esomeprazol. Tuong tac vai lansoprazol va
pantoprazol it c6 y nghia 1am sang hon.

- Omeprazol/esomeprazol:  khong
khuyén céo st dung dong thoi véi
clopidogrel.

- Lansoprazol, pantoprazol va
rabeprazol: khong dé cap dén tuong tac voi
clopidogrel.

Bing chirng trén y vin:

Do tac dong cua PPI 1én hiéu qua cua
clopidogrel trén h¢ tim mach chua ro rang,
khuyén céo vé quan 1y tuong tac thudc dua
trén dix liéu duoc dong hoc.

Dir liéu dwoc dong hoc:

- Omeprazol/esomeprazol: liéu cao
omeprazol (80 mg/ngay) lam giam 49%
nong do t6i da cua clopidogrel trong huyét
thanh. Liéu omeprazol thip hon (20
mg/ngay) lam giam nong do téi da cua



clopidogrel huyét tuong it hon (giam
3206).

- Esomeprazol c6 tuong tac tuong tu
vai clopidogrel.

- Lansoprazol (30 mg/ngay) khong lam
giam téng nong do clopidogrel. Liéu cao
lansoprazol (60 mg/ngay) lam giam ndng
do6 t6i da cua clopidogrel trong huyét thanh
(giam 18%) thip hon so véi lidu cao
omeprazol.

- Pantoprazol lam giam nhe tong liéu
nong do clopidogrel (giam 14%) tuy nhién
lidu dung (80 mg/ngay) vuot qué lidu duoc
cap phép.

- Rabeprazol lam giam 28% nong do
t6i da cua clopidogrel huyét thanh & bénh
nhan co chiic nang CYP2C19 binh thuong,
nhung khéng anh hudéng tong nong do
clopidogrel.

Hau qua trén tim mach:

Chua c6 bang chtng ré rang viéc giam
nong do clopidogrel trong huyét thanh lién

3. Medsafe: Sir dung thuc pham bo
sung chira kali c6 thé 1am ting kali mau

Gan déay, Trung tam theo d&i phan ung
c6 hai cua thubc (CARM)/Medsafe di
nhan duoc béo cdo vé truong hop tang kali
mau trén mot bénh nhan cao tudi mac bénh
than man. Bénh nhan nay dang dung mot
loai thuc pham bo sung chua kali dé hd tro
xuong khop. San pham nay dugc cho la
mot yéu to gop phan gay tang kali mau trén
bénh nhan. Pay la bao cdo thtr tu ma
CARM nhan dugc trong dé thuc pham bo

quan dén twong tac véi PPI 1am tram trong
tinh trang tim mach caa bénh nhan. Phan
I6n dir liéu tir nghién cuu quan sat, nén
chua thé két luan rd rang.

Cac nghién ctu thuong danh gia ca
nhém thudc PPI, trong d6,mot so nghién
ctu cho thdy khi st dung PPI ddng thoi
véi clopidogrel dan dén hau qua tim mach
nang né hon so vai mot s6 nghién ctru khac
lai cho thdy anh hudng twong tw. V&i cac
nghién ctu danh gia ting thudc PPI, két
qua khong théng nhat.

Mot s6 bang chang cho thiy viéc st
dung PPI 1a mot dau hiéu doc I1ap caa bénh
tim mach, theo d6i bénh nhan sir dung PPI
dd c6 nguy co tim mach ban dau cao. Diéu
nay dan dén kho khan khi danh gia mac do
y nghia trén 1am sang cua tuong tac thudc
gitra clopidogrel va PPI.

Nguon: Using clopidogrel with proton
pump inhibitors (PPIs) — SPS - Specialist
Pharmacy Service — The first stop for
professional medicines advice

sung hoic ché pham c6 ngudn géc thao
dugc bi nghi ngo 1a nguyén nhan gay tang
kali mau.

Tang kali mau

Tang kali mau duoc dinh nghia 1a ndng
d6 kali huyét thanh 16n hon 5,3 mmol/L va
thuong pho bién hon ¢ nguoi cao tudi va
bénh nhan suy than.

Tang kali mau thuong khong ¢ triéu
chtng dic hiéu. Mot sé trudng hop ¢ biéu
hién triéu chirng nhu:



- Buon nbn va nén

- Pau co va yéu co

- Di cam

- Liét

- Thay d6i dién tam d6 (ECG), danh
trong nguc va rdi loan nhip tim.

Tang kali mau nang ( >7,0 mmol/L
hoac >5,4 mmol/L c6 triéu ching hoac
thay d6i ECG kém theo) c6 kha ning de
doa tinh mang.

Thudc va thuc pham bé sung co thé
gop phan gy tang kali mau

Cac loai thudc c6 thé gay ting kali mau
thong qua nhiéu co ché khac nhau nhu c
ché hé renin-angiotensin hoac giam bai tiét
kali qua than. Mot s loai thudc giy ting
kali mau bao gém thudc wc ché men
chuyén angiotensin (ACE), thuéc tc ché
thu thé angiotensin Il (ARB), thudc chdng
Viém khong steroid (NSAID),
spironolacton, thudc bd sung Kali, thudc
chen beta, digoxin va trimethoprim.

Mot sé thao dugc trong thuc pham b
sung c6 chua kali, bao gdm: cdy tim ma,
hoa anh thao, nghé, bd cong anh. Ngoai ra,
mot s chat chira kali khac cd thé co trong
thanh phan hoic ta dwgc nhu: phac hop
glucosamin sulfat-kali clorid.

Bao céo tai New Zealand

TU nam 1986 dén nam 2023, Medsafe
va CARM nhan duoc 84 bao cdo ADR vé

taing kali mau. Cac loai thudc nghi ngo
duoc bao cao phd bién nhat bao gém thube
ic ché ACE (21 bao cao), trimethoprim
hoac cotrimoxazol (17 bao cao), NSAID (9
bdo cao), spironolacton (6 bao céo) va
ARB (6 bao cao).

Khuyén céo khi ké don

D6i véi nhitng bénh nhan c6 nguy co
tang kali mau, nhic nhé bénh nhan doc Ky
bang thanh phan va hoi y kién cén bo y té
trudc khi ding céc thuc pham bo sung co
chua kali.

Déi véi cac truong hop co ting kali
mau, can nhic cac loai thudc hoac thuc
pham bo sung c6 thé 1a yéu té nguy co va
nging cac thudc hoic thuc pham bo sung
nay néu can thiét.

Pé tim hiéu thém théng tin vé viéc
quan ly tang kali mau, tham khao cac tai
liéu huéng dan diéu tri.

Yéu cau vé ghi nhan thuéc

Tu ngay 1 thang 3 nam 2024, néu
thude 6 lidu tdi da kali hang ngay 16n hon
39 mg (twong duong 1 mmol) kali nguyén
t6, thong tin san pham caa thudc phai ghi
rd ham lugng Kali chira trong mdi don vi
licu.

Bang thanh phan cua thudc va To
thong tin thudc danh cho bénh nhan can
liét ké ca cac ta duoc.

Nguon: Potassium in dietary supplements
may lead to hyperkalaemia (medsafe.govt.nz)



