QUY 4
1. TGA: Nguy co ton thwong gan khi sit dung thuéc hoic thuc phidm chire niing
chwra qua bira (Garcinia cambogia)

TGA nhan thay c6 sy gia ting s6 luong bao c4o cac ca ton thwong gan do st dung
san pham c6 chira qua bua trong y van. Bao cdo y van trudc ddy thuong lién quan dén
cac thanh phan bé sung c6 thé dan dén ton thuong gan, nhung gan day nhiéu trudng hop
t6n thuong gan chi nghi ngd duy nhat thanh phan qua bia.

Trong s6 cac bao cao dugc ghi nhan, nhiéu trudng hop c6 biéu hién nghiém trong va
phai nhap vién. Pang chi , c6 5 treong hop phai ghép gan, mot ca trong s6 d6 1a ngudi
Uc.

TGA ciing nhan thay nhiéu ca ton thuong gan dugc ghi nhan & co quan quan |y cua
cac qudc gia khac.

Tai Uc, TGA di nhan duoc mot sé luong nho bao céo ton thuong gan c6 kha ning
lién quan dén thanh phan qua bira. Tuy nhién hau hét bao céo ghi nhan thong tin han ché
vé thude duoc sir dung trong khi mot sé bao cdo khac cho thay ton thuong gan cé thé lién
quan dén cac thanh phan khac.

Phan hoi vé nguy co an toan nay, TGA da tim hiéu vé nguy co ton thuong gan lién
quan thanh phan qua bta va acid hydroxycitric ty nhién. Bing ching hién cé cho thay
nguy co ton thuong gan hiém gap do st dung qua bira hoac acid hydroxycitric. Ton
thuong gan c6 thé xay ra khi sir dung thanh phan khéc chua acid hydroxycitric

Thong tin vé chi Bira (Garcinia)

Thudc va thuc pham chire nang chira qua baa (Garcinia gummi-gutta hay duoc goi la
Garcinia cambogia) va thanh phan chia acid hydroxycitric c6 thé mua ma khdng can cé
don thudc hay tham khao y kién nhan vién y té. V6 cua Garcinia gummi-gutta va
Garcinia quaesita chira acid hydroxycitric tu nhién. Acid hydroxycitric ¢ thé duoc chiét
Xuat va 1a mot hoat chat trong thudc va c6 trong thanh phan tir Garcinia.

Thong tin danh cho nhan vién y té

Nhan vién y té can luu y vé nguy co ton thuong gan hiém gap cac san pham chta qua
bira. Can can nhic khi str dung céc thudc chtra thanh phan tir qua bira trén cac bénh nhan
c6 triéu ching ton thuong gan.

Bénh nhan dang hodc c6 tién sir bénh gan nén tranh sir dung céc thuc pham chic
nang chura qua bua.

Thong tin danh cho ngwaoi bénh

Nguoi bénh nén ding ngay thudc va thuc pham chirc nang chira thanh phan ké trén
va thong b&o véi nhan vién y té néu xuat hién cac triéu chung sau day:



- Vang da hoac mat

- Nudc tiéu sam

- Buon ndn

- N6n mura

- Mét moi bat thuong

- Yéu

- Pau da day hoac dau bung

- M4t cam giac thém an Bénh nhan dang hoic c6 tién st bénh gan nén tranh st dung
cac thudc hoic thuc pham chic ning chira qué bira.

Nguon: Medicines containing Garcinia gummi-gutta (Garcinia cambogia) or hydroxycitric acid
(HCA) | Therapeutic Goods Administration (TGA)



2. Health Canada: Nguy co tiéu co van khi sir dung linezolid

Théng tin san pham cua cac thudc chira linezolid (bao gom dung dich tiém, bot pha
hon dich va vién nén) tai Canada dang va s& dugc cap nhat thong tin vé nguy co tiéu co
van lién quan dén thudc trong cdc muc Than trong, Tac dung khéng mong muén va
Thong tin danh cho bénh nhan.

Thong tin danh cho nhan vién y té:

Céc trudng hop tiéu co van c6 lién quan dén ting creatine kinase (CK) da duoc ghi
nhan khi sir dung linezolid. Trong mét sé truong hop, tiéu co van c6 thé dan dén ton
thuong than cap tinh (AKI).

Can nhic giam sat thuong xuyén chi sé creatinin kinase (CK) ddi véi cac bénh nhan:

- C6 nguy co cao bi viém co hodc ti€u co van

- Pang st dung hoic gan ddy c6 sir dung cac thude c6 lién quan dén tinh trang viém
co hoac tiéu co van

- C6 bat ky dau hiéu hoic triéu chirng ndo cua tiéu co van, bao gom dau co, yéu co,
nudce tiéu sim mau.

Néu c6 triéu chung cua tiéu co van, nén ngiing sir dung linezolid va bat dau cac bién
phap can thiép phu hop.

Nguon: Health Product InfoWatch: June 2024 - Canada.ca



3. Cap nhat théng tin san pham caa thudc tiém chira promethazin hydroclorid:
thong tin tir co quan quan ly thuéc va thuc pham My (US.FDA)

Ngay 27/12/2023, US.FDA canh b&o cho nhan vién y té vé viéc cap nhat théng tin
san pham thudc tiém chira promethazin hydroclorid, nham giam thiéu nguy co kich ng
va ton thuong mé nghiém trong khi sir dung duong tinh mach.

US.FDA khuyén céo nhan vién y té tiém bép sau promethazin hydrochlorid thay vi
st dung duong tinh mach. Trong trudng hop can phai sir dung dudng tinh mach, nhan
vién y té can tham khao cach pha lodng va truyén promethazin hydrochlorid trong thong
tin san pham dé giam thiéu nguy co ton thuong mé nghiém trong.

US.FDA di yéu cau cac nha san xuit cap nhat théng tin san pham cua thudc tiém
chtra promethazin hydrochlorid dé bd sung cac théng tin an toan méi sau:

* Trong trudng hop khong thé tiém bap promethazin hydroclorid:

- C6 thé str dung dudng tinh mach va chi thuc hién sau khi d3 pha lodng theo khuyén
c40. Chi truyén qua catheter tinh mach 16n (t6i uu 13 qua catheter tinh mach trung tam).

- Khéng truyén qua catheter tinh mach & mu ban tay hoic cé tay.

- Khéng truyén cing céc thudc khéc, hoic pha lodng vai dung dich khac ngoai natri
clorid 0,9%.

- Chdng chi dinh tiém tinh mach véi néng do 16n hon 1 mg/ml.

* Khi pha lodng va truyén promethazin hydroclorid duong tinh mach, thoi gian
truyén tir 20 dén 40 phat. Nhan vién y té can tham khao cach pha lodng va truyén cho
bénh nh&n nguoi 16n va tré em trong Bang 1 va Bang 2 dudi day:

Bang 1. Cach pha lodng va truyén promethazin hydroclorid dwong tinh mach

cho bénh nhéan ngudi lén

Thé tich natri | Nong d6 pha lodng toi

clorid 0,9% dé | da ciia dung dich tigm 1 °¢ 49 truyen

Liéu promethazin

hydroclorid oha lodng A toi da

12,5 mg 50 ml 2,5 ml/phat

25 mg 50 ml 2,5 ml/phat
1 mg/mi

50 mg 50 ml 2,5 ml/phat

75 mg 100 ml 5 ml/phat




Bang 2. Cach pha lodng va truyén promethazin hydroclorid dwong tinh mach
cho bénh nhéan tré em

Liéu Thé tich natri ~ Nong d pha loang toi A Y.
promethazin clorid 0,9% dé  da cia dung dich tiém oy
: ~ A toi da
hydroclorid pha loéng truyén
<25mg 25 ml
1 mg/ml 1,25 ml/phat
25-50mg 50 mi

Nguon: https://magazine.canhgiacduoc.org.vn/Magazine/Details/300



