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Don vi thong tin thuéc

Cap nhat thong tin lién quan dén tinh an toan ciia khang sinh nhom
quinolon va fluoroquinolon

Ngay 24/5/2021, Cuc Quan ly
Duoc ¢6 cong van sd 5785/QLD-BK
vé viéc cung cap thong tin lién quan
dén tinh an toan cia khang sinh nhom
quinolon, fluoroquinolon. No&i dung
phu luc kém cong van nhu sau:

1. Nguy co ha dwong huyét nghiém
trong va anh huwéng lén sirc khée tim
than

Ngay 10/07/2018, Co quan Quan
ly Thuéc va Thuyc phim Hoa Ky
(US.FDA) thong béo cin ting cudng
cac canh bao vé nguy co ha dudng
huyét nghiém trong va anh hudng bat
loi 1én stic khoe tdm than trong thong
tin ké don cua ciac khang sinh
nhom fluoroquinolon tac dung toan
than st dung theo dudng ubng hoic
tiém truyén. Nong do dudng huyét thap
1a nguyén nhan dan dén mot s6 van dé
nghiém trong, bao gdm ca hon mé, dic
bi¢t & nguoi cao tudi va bénh nhan dai
thao duong dang diéu tri bang thudc
hodc insulin. US.FDA yéu cau thong
tin vé cac tac dung bat loi trén can
dugc thé hién ndi bat hon trén nhin
thudc va ndi dung can nhit quan giita
cac thudc trong nhém. Quyét dinh nay
duoc dua ra sau mot cudc ra soat g?m
day ctia US.FDA cho thay c6 mot loat
béo cdo vé ha dudong huyét de doa tinh
mang, trong d6, mot s6 truong hop co
thém ca tac dung bt loi trén tAm than
khi su dung cac khang
sinh fluoroquinolon. Trén thé gidi,
nguy co ha duong huyét nghiém trong

| Théng tin thuéc — Cinh gidc dwoc|

DS. Ngé Vian Loi

va anh hudng stc khoe tdm than ciing
d3 duoc Co quan Quan 1y Dugc pham
Australia (TGA) canh bao.

2. Nguy co tac dung bat loi nghiém
trong, giy tan tat va khong hdi phuc

Ngay 15/11/2018, Co quan Quan
1y Duoc pham Chau Au (EMA) thong
bao két thuc cudc ra soat vé tac dung
bat loi nghiém trong, giy tan tat va
khong hoi phuc lién quan dén viéc sir
dung khang sinh quinolon
va fluoroquinolon tac dung toan than
theo duong udng, tiém truyén hoic
dang hit. EMA két luan ngimg gidy
phép luu hanh céc khang sinh quinolon
bao gém cinoxacin, flumequin, acid
nalidixic va acid pipemidic do cac
khang sinh nay chi dugc phé duyét chi
dinh diéu tri mét sd it loai nhiém khuin
ma hién khong con sir dung. Véi cac
khang  sinh fluoroquinolon, EMA
khang dinh viéc str dung cling nén duoc
gid1 han. Theo do6, khong st dung
khang sinh fluoroquinolon trong cac
truong hop:

« Diéu tri nhiém khuan c6 thé cai
thién ma khong can diéu trj hodc céc
nhiém khuan khéng nghiém trong;

« Diéu tri cac nhiém trung khong
do vi khuan nhu viém tuyén tién liét
khong do vi khuan (man tinh);

* Du phong tiéu chay khi di du
lich hodc nhiém khuan dudng niéu dudi
tai phat;

« Diéu tri cac nhiém khuén tir nhe
dén trung binh nang trir khi cac khang

| No.01-2021 |1
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sinh duoc khuyén cdo phd bién khac
khong st dung dugc.

bac biét luu ¥ tranh st dung cac
khang sinh fluoroquinolon ¢ bénh nhan
c6 tién sir gip tac dung bat loi nghiém
trong v6i fluoroquinolon hodc
quinolon. Pac bi¢t than trong khi su
dung khang sinh nay & ngudi cao tudi,
bénh nhan c6 bénh than, bénh nhan da
ghép tang hoic ngudi dugc diéu tri
bang corticosteroid do cac bénh nhan
nay c6 nguy co cao bi ton thuong gan.
Khuyén cao cua Hoi dong Thudc sir
dung cho nguoi cua EMA (CHMP) da
duoc gui dén Uy ban Chau Au va Uy
ban Chau Au di c6 quyét dinh phap 1y
cudi cung ap dung trén toan Chau Au
vao thang 3/2019.

Trude d6, dé giam thiéu nguy co
xay ra phan trng c6 hai nghi€ém trong c6
kha niang khong hoi phuc va giy tan tat
lién quan dén gan, co, xuong va than
kinh trung uong do sur dung céc khang
sinh nhom fluoroquinolon, US.FDA da
thong bao giéi han sir dung cac thudc
nay trong diéu tri viém xoang, viém
phé quan va nhiém khuan duong niéu
khong phuc tap. Tai Viét Nam, Cuc
Quan 1y Duoc ciing dd c6 Cong vin sd
5748/QLD-DPK ngay 27/4/2016 yéu cau
cap nhat théng tin duoc ly dbi voi
thudc chira khang sinh fluoroquinolon
theo khuyén céo ctia US.FDA.

3. Nguy co dut hoic rach dong mach
chu

Ngay 20/12/2018, US.FDA canh
bado ting nguy co dut hodc rach dong
mach chi & bénh nhan diéu tri béng
khang sinh fluoroquinolon tic dung

| Théng tin thuéc — Cinh gidc dwoc|
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toan than su dung theo duong ubng
hodc tiém truyén. US.FDA da ra soat
cac bao cao bién cb bat loi va 4 nghién
clru quan sat dugc cong bd chi ra nguy
co phinh dong mach chu va tach thanh
dong mach chu ting lién quan dén viéc
sit dung fluoroquinolon. Nguy co nén
bién ¢b phinh dong mach chu dugc udc
tinh dao dong tir 9 bién ¢b6/100.000
ngudi/nim trong quan thé chung va dén
300 bién ¢6/100.000 ngudi/nam & quan
thé ¢6 nguy co cao nhat. Pong mach
chu bi radch hay con goi la tdch thanh
dong mach chu, hodc dut phinh dong
mach chu c6 thé dan t&i xuat huyét
nghiém trong, thim chi tr vong. Do
nhiéu nghién ctru da chi ra nguy co
nguy co dat va rach thanh dong mach
chu tang trén 2 lan & nhitng ngudi st
dung fluoroquinolon, US.FDA xac dinh
van dé ndy can canh bao cho can bo y
té& va bénh nhan. Theo d06, khong nén sir
dung céac khang sinh fluoroquinolon &
bénh nhan c6 nguy co cao gip bién cb
bét loi trén trir khi khong ¢ bién phap
diéu tri thay thé. Cac bénh nhan co
nguy co cao gip bién cb nay bao gom:
tac nghén hodc phinh dong mach chi
hodc cac mach mau khac, ting huyét
ap, cac roi loan gen lién quan dén thay
d6i mach mau va ngudi cao tudi.
US.FDA yéu cau bd sung canh bao vé
nguy co trén vao thong tin san pham va
hudng dan cho bénh nhén cua tat ca cac
khang sinh fluoroquinolon tic dung
toan than. Trén thé gidi, nguy co dut
hodc rach dong mach chu ciing da duoc
Co quan Quan 1y Dugc phim Australia
(TGA) va Singapore (HSA) canh bao.

| No.01-2021 | 2
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Pon vi théng tin thuéc

NHUNG PIEU CAN BIET VE NHOM THUOC STATIN

1. Nhém thudc Statin 1a gi?

Statin 1a nhitng chat tc ché canh
tranh  véi  hydroxymethylglutaryl
coenzyme (HMG-CoA) reductase, lam
ngin can chuyén HMG-COA thanh
mevalonat, tién chét cuia cholesterol.

2. Sw ra doi ciia nhém thuoc

Statin

Nam 1976, mot nha khoa hoc nguoi
Nhat Ban Endo Akira da tim thidy mot
chat chuyén héa clia ndm c6 thé tc ché
su tong hop cholesterol nhd tc ché
men (HMG-CoA) reductase nho dé
phat minh ra thudc statin.

Thudc statin dau tién dugc ra doi
Mevastatin, mii dén nim 1987
Lovastatin 1a thuc dau tién duoc tung
ra thi truong - mo duong cho mot loat
cac statin xuat hién trén thi truong theo
thoi gian: Pravastatin; Fluvastatin;
Atovastatin; Simvastatin; Cerivastatin
va Rosuvastatin.

3. Phan loai thudc statin

Nguoi ta dua vao phuong phap
tong hop ma co thé chia Statin lam 3
thé hé
Thé hé 1: 13 nhiing thuéc do su Ién
men hodc ban tong hop: Lovastatin,
Simvastatin, Pravastatin
Thé hé 2: 1a nhiing thudc do tong hop
racemic: Fluvastatin
Thé hé 3: 1a nhiing thudc do tong hop
dbi quang: Atovastatin, Rosuvastatin

4. Tac dung chinh nhém thudc
Statin

Piéu tri r6i loan lipid mau (RLLM)

5. Chi dinh

- Tang cholesterol mau: Cac chat
tic ché HMG-CoA reductase dugc chi
dinh b6 tro cho liéu phap an udng dé

| Théng tin thuéc — Cinh gidc dwoc|
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giam ndng d6 cholesterol toan phan va
cholesterol LDL & nguoi bénh tang
cholesterol mau tién phat (typ lla va
I1b) triglycerid giam it.

- Du phong tién phat (cip 1) bién
c6 mach vanh: & ngudi ting cholesterol
mau ma khong c6 biéu hién 1am sang rd
rét vé mach vanh, chi dinh cac statin
nham:

+ Giam nguy co nhdi mau co tim

+ Giam nguy co tir vong do bénh

tim mach

+ Xo vira dong mach: & nguoi bénh
tang cholesterol mau c6 biéu hién 1am
sang vé bénh mach vanh, ké ca nhoi
mau co tim trudc d6, lam cham tién
trién vira xo mach vanh, giam nguy co
bién ¢ mach vanh cap.

6. Chong chi dinh

- Qua man v6i cdc chat tc ché
HMG-CoA reductase hoic bat ky thanh
phan nao ciia ché pham.

- Bénh gan hoat dong hodc
transaminase huyét thanh ting dai ding
ma khong giai thich duogc.

- Thoi ky mai thai: vi céc statin lam
giam tong hop cholesterol va c6 thé ca
nhiéu chat chat khac c6 hoat tinh sinh
hoc din xuat tir cholesterol, nén thudc
c6 thé gy hai cho thai nhi néu dung
cho nguoi mang thai.

- Phu nit cho con ba: Nhiéu statin
phan bd vao sita. Do tiém nang cé tac
dung khéng mong muén nghiém trong
cho tré nho dang bu sita me, nén chng
chi dinh dung statin & nguoi cho con
bu.

- Statin 1a nhom thudc duge chi dinh
stt dung phdi hop voi ché d6 an udng
va tap thé duc dé lam giam ndng do

| No.01-2021 | 3
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cholesterol xu trong méau. Du 13 thudc
duoc su dung rong rai dé 1am ha m&
mau, tuy nhién, thudc ciing c6 mot sb
tac dung phu can phai dé phong.

* Nhirng luru y khi str dung nhom
statin

- Ton thwong co

- Simvastatin 14 mot thubc ha md
méau thudc nhom wc ché men 3-
Hydroxy-3-methylglutaryl-coenzyme A
reductase. Do ¢6 tac dung tét trén ca
cholesterol va triglyceride nén statin la
nhém thuéc ha m& mau duoc st dung
rong rii. Mic du thudc c6 d6 an toan
kha cao so véi cac thuéc ha md méau
khac, nhung nhom statin ciing c6 thé
giy ra kha nhiéu tac dung phu cho
nguoi str dung, trong do, ton thuong co
1a mot trong nhiing van de thuong gap
nhat, xay ra ¢ 1-5% so nguoi dung
thudc va chiém 25% téng sd cac tac
dung phu lién quan dén statin.

- Céc biéu hién ¢ co lién quan dén
statin bao goém: viém co, tiéu co van,
tang néng do men co muc do nhe, dau
co don thuan khéng co ting men co,
yéu co, chudt rut hoic dau co két hop
v6i tang men co kéo dai sau khi ngung
thude. Mot sd yéu to 1am ting nguy co
nhiém doc co do statin bao gom: tudi
cao, nhe can, sau phau thuit, co nhiéu
bénh di kém hodc dung statin cung
thudc khac, dic biét 1a cac thubc ha md
mau nhom fibrate. Mac du c6 nhiéu gia
thuyét dugc dua ra nhung co ché ton
thuong co do statin hién van chua duoc
lam sang t6. Hién nay, khong coé
phuong phéap diéu tri dic hiéu cac ton
thuong co do nhom statin ngoai tru
viéc ngung dung thudc. Dé phat hi¢n
som ton thuong co do nhém statin, can
xét nghiém nong d6 men co (creatinine
kinase) trudc khi dung thudc va kiém
tra lai khi bénh nhan c6 bicu hién dau

| Théng tin thuéc — Cinh gidc dwoc|
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co, viéc theo ddi dinh ky nong do men
co khi khong c6 biéu hién 1am sang la
khong can thiét.

* Cac ton thwong khac

- Gan day, Co quan Quan ly
thudc va thuc pham Hoa Ky con dua ra
khuyén céo cac statin co thé lam gia
tang luong duong va glycosylated
hemoglobin (HbALlc) trong mau. Nguy
co bénh tiéu duong xay ra & 9 - 13%
bénh nhan dung statin. Nhdm 1an va
mat tri nhé c6 hodi phuc co thé xay ra
khi dung statin mac du hiém. Khong c6
bang chung cho thdy nhiing tac dung
phu nay dan dén suy giam nhan thuc vé
sau. Do do, thr nghiém men gan
alanine aminotransferase dugc khuyén
cdo thuc hién trudc khi chi dinh bénh
nhan bat dau dung statin nhung khong
can thiét phai thuong xuyén theo doi vi
ton thuong gan nghiém trong & nhiing
bénh nhan udng statin hiém khi xay ra
va khong thé duoc ngin ngira bang viée
theo doi thuong xuyén. Phai ngung
thudc ngay néu ton thuong gan nghiém
trong vé1 cac tricu chung lam sang
va/hoac tang bilirubin mau hay vang da
xay ra trong qua trinh diéu tri. Khong
nén dung lai statin néu khong tim thay
nguyén nhan nao khac giy ton thuong
gan. Chong chi dinh str dung lovastatin
cung luc véi cac chat tc ché CYP3A4
manh bao gém itraconazole va
erythromycin dé giam nguy co giy
bénh co (myopathy)/tiéu co van
(rhabdomyolysis).

Chi y: Phai giéi han liéu statin khi
dung chung véi cac loai thudc khac
nhu: gemfibrosil, cyclosporin, danazol,
amiodarone, verapamil, diltiazem.

Tai li€u tham khao

http:// canhgiacduoc.org.vn

https:// www.vinmec.com

Dugc Pién Viét Nam 3
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Don vi thong tin thuéc

THONG TIN THUOC DIPHENHYDRAMIN

1. Dwoc Iy va co ché tac dung

- Diphenhydramin 1& mot thudc
khang histamin H1 , thé hé the nhét,
thuéc nhém dan xuit ethanolamin.
Diphenhydramin  canh  tranh  voéi
histamin & thy thé histamin H1 va do
doé ngan can tdc dung cua histamin, tac
nhan gy ra cac biéu hién di ung dic
trung & dudng ho hap (ho), mili (ngat
mili, s6 mii), da (ban do, ngua).
Diphenhydramin con c6 tac dung gay
nga va khang cholinergic manh.
Diphenhydramin dugc dung dé phong
va diéu tri buon nén, non, chong mat
do say tau xe, tic dung nay mot phan la
do tinh chat khang cholinergic va tc
ché hé than kinh trung wong cua thudc.

- Do tinh chat khang muscarin,
diphenhydramin dugc dung don doc
hoac phdi hop véi cac thudc chéng
Parkinson khac dé diéu tri sém chuang
run trong hoi ching Parkinson va thudc
cling ¢6 thé co ich trong diéu tri cac
phan &ng ngoai thap do thudc giy ra.
Nhung ciing can luu ¥y 1a ban than
diphenhydramin ciing c6 thé gay
phan (ng ngoai thap.Thudc con duoc
dung dé diéu tri ngan ngay chung mat
ngu.
2. Dwoc dong hoc

-Hip  thu:  Diphenhydramin
hydroclorid dwgc hap thu tét bing
duong ubng, tuy nhién chuyén hoa
budc dau & gan lam cho chi c6 khoang
40 - 60 % diphenhydramin vao dugc hé
tuan hoan va cé tic dung toan than.
Thoi gian dat nong do dinh 1a 1 - 4 giod
sau khi udng mot lidu don.

- Phan bd: Diphenhydramin phan
bd rong rii vao cac co quan, md cla co

| Théng tin thuéc — Cinh gidc dwoc|

Ds. Vo Kim Tho

thé, bao gom ca hé than kinh trung
uong. Diphenhydramin qua dugc nhau
thai va vao duoc sita me. Ty I¢ lién két
véi protein huyét cao, khoang 80 - 85%
in vitro.

- Thai tru: Diphenhydramin dugc
thai trir cha yéu qua nuéc tiéu dudi
dang cac chat chuyén hoa, mot lugng
rat it dao thai dudi dang khong chuyén
hoa
3. Chidinh

- Piéu tri triéu chiang budn non va
nén cip tinh ma khong sot , phong va
diéu trj say tau xe.

- Giam nhe cac triéu ching di tng
do giai phéng histamin , bao gom viém
mii di ing va di tng da.

- Diéu trj tam thai ho va cam lanh.

- Ha tro gidc ngu ban dém.

4. Chéng chi dinh

- Bénh nhan man cam Vdi
diphenhydramin hoic véi bat ky thanh
phan nao cua thudc .

- Chéng chi dinh véi nhitng nguoi
mac cac bénh sau : Hen suyén |,
glaucom goc dong , phi dai tuyén tién
ligt , loét da day ta trang, tac nghén co
bang quang hoic tic pyloroduodenal,
réi loan chuyén hoa porphyrin
5. Tac dung khong mong mudn
(ADR)

Tac dung gay budn ngu 1a ADR
c6 ty 1& cao nhat trong nhitng thudc
khang histamin loai ethanolamin (trong
do c6 diphenhydramin). Khoang mot
nira s6 ngudi diéu tri voi liéu thuong
dung ciia cac thude nay bi ngu ga. Ty 1é
ADR Vé tiéu hoa thap hon. Nhiing
ADR khac ¢6 thé do tac dung khang
muscarin giy nén. Tac dung giy budn
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Nngu c6 nguy co gay tai nan cho nguoi
lai xe va ngudi van hanh may moc.
6. Liéu dung va cach ding

- Cach dung: C6 thé udng
diphenhydramin cung v&i thiac an,
nuéc hoic sita dé lam giam kich thich
da day. Khi dung diphenhydramin dé
du phong say tau xe, can phai ubng it
nhat 30 phat , va tét hon 1a 1 - 2 gio,
trude khi di tau xe.

- Liéu dung:

+ Ngudi 16n va tré em trén 12 tudi :

e Chbng nén va say tau xe: 1 - 2
vién/lan, néu cac triéu chitng budn nén
Vvan con, co6 thé udng thém 1 liéu nhung
phai cach 1an uéng dau 4 - 6 gio.

e Viém mii di tng, di Gtng da va
cam lanh: 1 - 2 vién/lan, 4 - 6 gio: mot
lan.

Don vi thong tin thuéc

e Tri ho: 1 vién/lan, 4 - 6 gio> mét

e HO tro gidc ngu vé dém : 2
vién/lan, 20 - 30 phut trude khi di nga.
Khong nén udng kéo dai qua 7 - 10
dém.

+ Tré tir 6 dén 12 tuoi :

e Chéng non va say tau xe: 1 vién/
lan, néu cac triéu chung budn ndén van
con, co thé ubng thém 1 lidu nhung
phai cach 1an udng dau 4 - 6 gio.

e Viém mii di tng, di Gtng da va
cam lanh: 1 vién/lan, 4 - 6 gio mot lan

e Tri ho: 1 vién/lan, khong qua 3
vién moi ngay.

Nguén:
1. Duoc thu qudc gia 2018
2. To hudng dan si dung

THONG TIN THUOC N-ACETYL-DL-LEUCIN 500mg

Loai thudc: Thudc diéu tri chong mit
1. Dwgc dong hoc

- Sau khi uéng thudc dat ndong do
t6i da trong huyét twong sau khoang 2
gio.

2. Chi dinh:

- Chéng mit bat ky trang thai
nao, chong mat vi tri, chong mat kich
thich, chong mit do ting huyét ap, do
ngd doc, do thudc, nhtc noa dau,
chong mat phan xa.

3. Liéu lwgng - Cach dung

| Théng tin thuéc — Cinh gidc dwoc|

Ds. Lé Thao An

- Nguoi 16n: 3 - 4 vién/ngay chia
2 - 3 lan, tir 10 ngay toi 5 - 6 tuan, khi
can c6 thé tang t&i 6 - 8 vién/ngdy chia
2 - 3 1an. Ubng vao cac bira an.
4. Chong chi dinh:

- Qua man véi thanh phan thude.
Phu nir ¢6 thai.

- Di Uimg hay khong dung nap
gluten, vi thude co chira tinh bot sin
5. Tac dung khong mong mudn

- Phat ban, ndi mé day.
Nguon tai liéu:

To hwong dan siv dung cia thuoc.
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Don vi thong tin thuéc

THONG TIN THUOC EPERISON 50mg

Loai thudc: Thudc gidn co van.
1. Dugc Iy va co ché tac dung

Eperison lam gian co van va gian
mach, do tic dong cua thudc 1én hé
than kinh trung wong va trén co tron
mach mau. Thudc c6 hiéu qua diéu tri
6n dinh trong viéc cai thién céc triéu
ching co lién quan vo6i ching tang
truong lyc co, do cat dit cac vong xoan
bénh 1y cta sy co thit co van.

Eperison c6 tac dong chi yéu
trén tiy song lam giam cac phan xa tay
va gdy gian co van do lam giam sy
nhay cam cua thoi co thong qua hé
théng ly tdm gamma. Tac dung gian
mach cua thuoc lam tdng tuan hoan. Do
do, eperison cit dut vong x04n bénh ly
bao goém co co giy rdi loan tuan hoan
mau, sau d6 gdy dau va lam tang thém
truong luc co.

2. Duwgc dong hoc

O nhing ngudi 16n khoé manh
v6i lidu 150 mg/ngay trong 14 ngay
lién tyc. Vao ngay thu 1, 8 va 14, thoi
gian trung binh dan dén nong do huyét
tuong t6i da nam trong khoang tur 1,6
dén 1,9 giod. Nong do tdi da trung binh
1a 7,5 dén 7,9 nanogam/ml; thoi gian
ban huy 1a 1,6 dén 1,8 gio, va AUC la
19,7 dén 21,1 nanogam.gio/ml. Thong
s vé nong do trong huyét tuong cta
eperison hydroclorid dugc do vao ngay
thir 8 va 14 khong co sy thay doi dang
ké so voingdy dau tién.

3. Chi dinh

Cai thién cac triéu chung téng
truong lyc co lién quan dén ~nhing
bénh sau: Hoi chimg ddt song co viém
quanh khop vai va dau cot sdng that
lung.

| Théng tin thuéc — Cinh gidc dwoc|

DsCKI. Ping Xuan Dao

Liét cimg lién quan dén nhiing
bénh sau: Bénh mach mau nao, liét
cimg do tiy, thoai hoa ddt séng cd, di
chtimg sau phiu thuit (bao gdm ca u
ndo tuy), di ching sau chan thuong
(chan thuong tuy, tén thuong dau), xo
cung cdt bén teo co, bai nao, thodi hoda
tiy, bénh mach mau tuy va cac bénh 1y
nao tuy khac.

4. Liéu lwong va cach dung

Nguoi 16n, udng mdi ngay 3 vién
50 mg, chia 1am 3 1an sau mdi bita an.

5. Than trong

Yéu strec, chong mat hay budn
ngil c6 thé xay ra khi dung thudc.

Bénh nhan dung eperison
hydroclorid khong nén 1ai xe hoic diéu
khién may moc.

Thoi ky mang thai, Thoi ky cho
con bu: chua dugc hiéu 1o
6. Tac dung Kkhong mong mudn
(ADR)

It gép, 1/1 000 < ADR < 1/100

R&i loan chire nang gan, than, $6
luong hdng cau hay tri s6 hemoglobin
bét thuong.

Cdc tic dung khéng mong muén khdc

Phat ban, tri¢u ching tam than
kinh nhu mat nga, nhic dau, cam giac
budn ngl, cam giac co cung hay té
cting, run dau chi.

Céc tricu ching tiéu hod nhu
budn ndn, ndn, chan dn, kho miéng, tao
bon, tiéu chay, dau bung hodc cac triéu
chung réi loan tiéu hoa khac; céc triéu
chung rbi loan tiét niéu.

7. Twong tic thudc: réi loan diéu tiét
mat khi dung v&i methocarbamol.
Ngudn tai liéu:

To huéng dan sir dung ciia thuéc.
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Don vi thong tin thuéc

THONG TIN THUOC CINARIZIN 25mg

Loai thuéc: Khang histamin H1.
1. Dwoe Iy va co ché tac dung

- Cinarizin 1a mot dan chat cua
piperazin co tac dung khang histamin H1.
Phan Ién nhitng thudc khang histamin
H1 cling co6 tac dung chéng tiét
acetylcholin va an than. Thudc khéang
histamin c6 thé chan céc thy thé & co
quan tan cung cua tién dinh va tc ché su
hoat héa qua trinh tiét histamin va
acetylcholin.

- Cinarizin con 13 chat dbi khang
calci. Thudc e ché su co té bao co tron
mach mau bﬁng cach chen cac kénh
calci. O mét sé nudc, cinarizin duoc ké
don rong réi lam thube gian mach nao dé
diéu tri bénh mach ndo man tinh véi chi
dinh chinh 1a xo cting dong mach nao

Dwoc dong hoc: Sau khi udng,
cinarizin dugc hap thu tur duong ti€u hoa
va dat duoc nong do dinh huyet twong tur
2 dén 4 gio. Sau 72 gio, thudc van con
thai trir ra nuéc tiéu dudi dang da chuyén
hoa. Nira doi cta thudc khoang 3 - 6 gio.
Cinarizin dao thai qua phan la chinh &
dang khong bién ddi va trong nudc tiu
chu yéu & dang chuyén hoa.

2. Chi dinh

- Phong say tau xe.

- Réi loan tién dinh nhu chong mat,
U tai, budn nén, ndn trong bénh M¢éniere.

- Réi loan mach ndo va mach ngoai
vi khac.

3. Chéng chi dinh

- MAan cam vai cinarizin hoic bat ca
mot thanh phan nao cua thudc. Rdi loan
chuyén héa porphyrin.

4. Cach dung

- Cinarizin duoc dung udng, nén la
sau bira an.

5. Liéu lwong:

| Théng tin thuéc — Cinh gidc dwoc|

Ds. Bui Thi Thuy Linh

- Phong say tau xe: Nguoi 16n udng
25 mg, 2 gio trude khi di tau xe; sau do
15 mg, cach 8 gid maot lan trong cudc
hanh trinh néu can. Tré em 5 - 12 tuoi:
1/2 liéu nguoi lén.

- Réi loan tién dinh: Ngudi 16n udng
30 mg, 3 lan mdi ngay. Tré em 5 - 12
tuoi: 1/2 lieu ngudi 16n.

- R&i loan mach ndo: Liéu 75 mg,
ngay 1 1an.

- R&i loan mach ngoai vi: Liéu 75
mg/lan, 2 - 3 lan/ngay.

6. Twong tac thudc

- Ruou (chat uc ché hé than kinh
trung wong), thudc chdng tram cam ba
vong: Str dung dong thoi voi cinarizin c¢6
thé 1am ting tac dung an than cua mdi
thudc néu trén hodc cua cinarizin.

7. Tac dung khéng mong muén (ADR)

- Ngu ga, rdi loan tiéu hoa.

- Tri¢u chiing ngoai thap ¢ nguoi cao
tudi hodc khi diéu tri dai ngay

- Giam huyét ap (liéu cao).

8. Than trong

- Ciing nhu nhitng thudc khéang
histamin khdac, cinarizin c6 thé gy dau
vung thuong vi. Ung thudc sau bita an
c6 thé 1am giam kich ng da day.

- Cinarizin c¢6 thé gy ngu ga, dic
biét lac khoi dau diéu tri. Phai tranh
nhitng cong viéc can sy tinh tio (vi du:
1ai xe).

- Phai tranh dung cinarizin dai ngay
¢ nguoi cao tudi, vi co thé gy ting hoic
Xuat hién nhiing triéu chung ngoai thap,
d6i khi két hop voi cam giac trdim cam
trong diéu tri kéo dai.

- Can than trong khi dung cinarizin
lidu cao cho ngudi bénh giam huyét ap vi
c6 thé gy giam ap luc mau.

Nguén tai ligu:
To huéng dan si dung cua thudc.
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Don vi thong tin thuéc

THONG TIN THUOC TRIMETAZIDIN

Loai thudc: Thubc chéng dau thit
ngu’c/Chéng thiéu mau co tim cuc bo.
Dang thudc va ham lwong:

Vién bao phim 20 mg.

Vién nén bao phim gidi phong
kéo dai (MR) 35 mg.

1. Dugc Iy va co ché tac dung

Trimetazidin tc ché qua trinh
beta oxy hoa céc acid béo bang cach tc
ché cac enzym 3-ketoacyl-CoA thiolase
chudi dai ¢ € bao thi€u mau cuc bo,
nang luong thu dugc trong qué trinh
oxy hoa glucose can tiéu thy oxy it hon
SO v&i qua trinh beta oxy hoéa. Viéc thuc
day oxy hoa glucose s& giup tdi wu cac
qua trinh nang luong té bao, do d6 duy
tri duge chuyén héa ning luwong thich
hop trong thoi gian thiéu mau.

O nhimng bénh nhén thiéu mau co
tim cuc bg, trimetazidin hoat dong nhu
mot chat chuyén hoa, giup bao ton mirc
nang lugng phosphat cao ndi bao trong
té bao co tim. Trimetazidin c6 tac dung
chéng thiéu mau co tim cuc bd nhung
khong anh hudéng dén huyét dong.
Duwogc dong hoc

Trimetazidin khi uéng dugc hap
thu rat nhanh va dat nong do dinh trong
huyét twong 2 gio. Nong do toi da cia
thudc trong huyét twong, sau khi dung
mdt liéu duy nhét trimetazidin 20 mg,
dat khoang 55 nanogam/ml.Ntra doi
thai trir cua trimetazidin 13 6 gio. Thude
duogc dao thai chu yéu qua nudc tiéu
dué6i dang chua chuyén hoa.

| Théng tin thuéc — Cinh gidc dwoc|

Ds. Chau Hong Loi

2. Chi dinh:

Dung cho nguodi 16n trong li¢u
phap bo sung/hd trg vao bién phép tri
liéu hién c6 dé diéu trj triéu chimg ¢
bénh nhan dau that nguc 6n dinh khong
duoc kiém soat day di hoic bénh nhan
khong dung nap véi cac bién phap diéu
tri dau that nguc khéc.

3. Chong chi dinh

- Qua man dbi véi trimetazidin
hozc bat ctr thanh phan nao cua thude.

- Bénh nhan Parkinson, co tricu
chimg Parkinson, run, hdi chirng chan
khong nghi va cac roi loan van dong co
lién quan khac.

- Suy than nang (Clgr < 30
ml/phut).

4. Cach dung va Liéu lwong:

Dang vién bao phim 20 mg:
Ubng 1 vién/lan x 3 lan/ngdy, udng
cung bira an.

Véi dang vién 35 mg: Liéu dung
khuyén céo 1a 1 vién 35 mg dung budi
sang, cung bira an.

5. Tac dung khong mong mudn
(ADR)

Than kinh: Chong mat, dau dau

Tiéu hoa: Pau bung, ti€u chay,
khé tiéu, budn noén, non. Toan than:
Suy nhugc.

Ngoai da: Man ngtra, may day.
Tai liéu tham khdao:

- To huong ddn si dung cuia thuéc.
- DuroC thi Quéc gia nam 2015.
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Don vi thong tin thuéc

THONG TIN THUOC BISOPROLOL

Loai thuéc: Thuéc chen beta]

adrenergic chon loc (chen chon loc thu
thé giao cam beta]), chong ting huyét
ap, dau that nguc, suy tim sung huyét.
Dang thudc va ham lwong:  Vién
nén bao phim chira bisoprolol fumarat:
2,5mg; 5 mg.
1. Dwoc Iy va co ché tic dung
Bisoprolol 1a mdt thudc chen
chon lgc betaj nhung khong co6 tinh
chat 6n dinh mang va khong c6 tac
dung giéng than kinh giao cam ndi tai
khi dung trong pham vi liéu diéu tri.
Véi lidu thap, bisoprolol e ché chon
loc dap tng voi kich thich adrenalin
bﬁng cach canh tranh chen thu thé
beta1-adrenergic cua tim.

Co ché tac dung ha huyét ap cua
bisoprolol ¢6 thé gdm nhiing yéu t6
sau: Giam luu luong tim, (e ché than
giai phong renin va giam tac dong cua
than kinh giao cam di tir cac trung tdm
van mach & ndo. Nhung tic dung noi
bat nhat cua bisoprolol 14 lam giam tan
s6 tim, ca lac nghi 1an luc ging stc.
Bisoprolol lam giam luu lugng cua tim
lac nghi va khi ging strc, kém theo it
thay d6i vé thé tich mau téng ra trong
mdi 1an tim bop va chi 1am ting it ap
luc nhi phai hoac &p luc mao mach
phoi bit Itic nghi va luc gang sirc.

Duwogc dong hoc

Hap thu hoan toan qua duong
tiéu hoa, thirc an khong anh huong dén
su hap thu thudc. Nira doi thai trir &
huyét twong tr 10 dén 12 gio.
Bisoprolol hoa tan vira phai trong lipid.
Thubc chuyen héa & gan va bai tiét
trong nudc tiéu, khoang 50% dudi dang

| Théng tin thuéc — Céanh gidc dwoe |

DsCKI. Lam Thai Hung

khong d6i va 50% dudi dang chat
chuyén hoa.
2. Chi dinh:

Tang huyét 4 ap. bau that nguc.

Suy tim man On dinh, tir vira d&én
ning, kém giam chirc ning tdm thu that
trai da duoc diéu tri cung vdi cac thube
trc ché enzym chuyén, loi tiéu, va véi
glycosid trg tim. Chi dinh nay do thay
thudc chuyén khoa quyét dinh.

3. Chong chi dinh:

‘Nguot bénh co soc do tim, suy
tim cap, suy tim chua kiém soat duoc
bang diéu tri nén, suy tim do 111 hoic do
IV voi chitc ning co bop that trai thip
(EF < 30%), bldc nhi - that do hai hoic
ba va nhip tim cham xoang (dudi
60/phut truéc khi diéu tri), bénh nut
xoang. Hen nang hodc bénh phéi - phé
quan man tinh tac nghén ning.

Hoi ching Reynaud néang.

Toan chuyén hoa.

U tay thugng than (u té bao wa
crom) khi chua duoc diéu tri. Huyét ap
thap (< 100 mmHg).

4. Cach dung va Liéu lugng:

Pé diéu tri ting huyet ap va dau
that nguc & ngudi 16n, lidu dau tién
thuong dung 1a 2,5 - 5 mg, mot lan m01
ngdy. Mtc t6i da 20 mg, mot lan mdi
ngay
5. Tac dung Kkhong mong mudn
(ADR)

Co xuong: Pau khop.

H¢ TKTW: Gidm cam giac, kho
ngu.

Tim mach: Nhip tim cham.

Tiéu hoa: Budn nén. HO hép:
Kho thé.
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Chung: Pau nguc, phu ngoai
bién.

6. Twong tac thudc:

Bisoprolol khi dung ddng thoi
v6i cac thude e ché co bop co tim
hodc e ché sy dan truyén nhi - that,
nhu mét sd thube dbi khang calci, dac
biét tranh két hop thudc voi tiém tinh
mach verapamil va diltiazem, hodc cac
thudc  chéng loan nhip nhu
disopyramid, sotalol.

Céc thudc chong viém khong
steroid c6 thé 1am giam tac dung ha
huyét ap cta thude.

Don vi thong tin thuéc

Viéc st dung ddng thoi
rifampicin, barbiturat lam tang chuyén
héa din dén lam giam ndng do
bisoprolol trong huyét twong. Nguoc lai
cimetidin, hydralazin lam giam chuyén
hoa va giam dong mau dén gan nén lam
giam sy thanh thai thudc.

Céac thudc chen beta-adrenergic
c6 thé lam ting tac dung 1am cham nhip
tim cua digoxin.

Tai liéu tham khao
- To huéng dan sir dung ciia thuoc.
- Duoc thu Quéc gia nam 2015

TUONG TAC THUOC VE MAT DUQC PONG HOQC

Twong tac 1a do: Phéi hop nhiéu
thube trong da bénh ly, da tri¢u chung.

Su dung dong thoi nhiéu thudc:
nguy co tuong tac thudc co thé Xxay ra.

* Trong 1am sang, thay thuéc muén
phéi hop thude dé:

- Tang tac dung diéu tri

- Giam tac dung khong mong mudn

* Trong thuc té diéu tri, su phdi
hop thudc 1a viéc khong thé tranh khoi
nhung nhiéu khi khong dat dugc nhu
mong mudn.

1. Phan loai twong ky va twong tac:

- Twong ky thudc: Xiy ra bén
ngoai co thé trude khi BN dung thude

- Twong tic thudc: Xay ra bén
trong co thé sau khi BN dung thudc
2. Twong ky: Tuong ky vét Iy hay hoa
hoc ¢6 thé xay ra lam giam hodc mat
hiéu lyc, tang dgc tinh hodc tac dung c6
hai khac cta thude.

- Dung dich — trang duc, két tia
(mot s6 trudng hop khong thé phat hién
tuong ky bang mat).

- Tuong ky c6 thé xay ra bat ky lac
nao trong qua trinh truyén dich va kha

| Théng tin thuéc — Céanh gidc dwoe |
g

Ds. Ngo6 Vin Lgi

nang gdy tuong ky tang lén khi pha
thém nhiéu thudc vao dich truyeén.
Twong Ky thudc xiy ra bén ngoai co
thé
Pac diém: Thay doi mau, Duc, Két
tha/két tinh
* Tron cac thudc trong cing bom
tiém

1. Thiopental va Succinylcholin

2. Carbenicillin/Cephalosporin va
Aminoglycosid

3. Hydrocortison va Penicillin
3. Pinh nghia twong tic thudc

La hién tugng mot thude bi thay doi
tac dung hoac doc tinh trén ngudi bénh
khi str dung dong thoi véi thude khac
hodc voi thirc an dd udng.
3.1. Twong tac vé mat dwoc dong hoc

Mot thude 1am thay doi mot trong
bon qua trinh dugc dong s€ dan dén sy
thay d6i duoc dong hoc ctia mot thude
khac va hau qua 1am sang co thé xay ra
nhu sau:

- Tang hoac giam tac dong tri li¢u

- Téac dung phu - doc tinh
3.2. Tuong tic dwgc dong c6 thé do:
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- Thay d6i hap thu tai vi tri dwa
thudc.

- Thay d6i phan bd cua thude
trong co thé.

- Thay d6i chuyén hoa cua thudc
tai gan.

- Thay d6i bai xuat thudc qua than
4. Twong tac thudc do thay d6i hap
thu tai vi tri dua thudc:

Phan 16n tuong tac thubc xay ra
trong Ong tiéu héa -> giam hap thu
hon 13 lam ting hap thu

Phan biét: su ty I¢ hép thu va su
thay d6i tong lwong duoc hap thu:

- Thudc st dung diéu trj 1au dai véi
nhiéu liéu (thuéc chéng dong mau
duong uéng) thi ty 1¢ hap thu 1a khong
quan trong va khong lam thay doi dang
ké tong luong thude duge hap thu.

- Thudc dung don liéu thi can dugc
hap thu nhanh (thuéc ngi hay thudc
giam dau): can dat nong do cao nhanh
chong > su giam ty 1& hap thu c6 thé
dan dén that bai diéu tri.

* Thay d6i yéu td 1y héa:

a. Thay d6i d6 ion hoa cia thude

b. Tao phurc hay tao chelat

C. Tao 16p ngéan co hoc

* Thay d6i yéu to dwoc 1y:

a. Toc do 1am rdong da day

b. Nhu dong rudt

c. Hé vi khuin duong rudt
5. Nguyén nhin gy twong tic thudc
do 1am thay ddi sy hip thu thudc:

a) Do tang pH dich vi l1am can tré
hdp thu: Cimetidin, sucralfat,
isoniazid, ethambutol, Itraconazole,
Fluconazole. Thudc gay trung hoa hay
giam tiét HCI (Antacid, thudc khang
thu thé Hy, thudc trc ché bom proton) s&
lam giam hap thu mot sd thude
(sucralfat, fluconazole, isoniazid..)

b) Twong tiac do tao phirc bén
virng giira cac thudc phoi hop, thudc

| Théng tin thuéc — Céanh gidc dwoe |
g

Don vi thong tin thuéc

s¢ khé hap thu:
Cefuroxim, Fluoroquinolon
(Ciprofloxacin, Levofloxacin)
Prednisolon. Tao phurc ion kim loai hda
tri cao (Ca2+ AP Fe* va Fe?’+)

Vi du:

Maalox + Ciprofloxacin tao phtic
chelat bén viing

AP Mg®*: ca?*
phtc chelat bén

AIP*; Mg®*" Prednisolon tao phirc
khong tan

Vién bao tan & rudt (Aspirin pHg s&
tan ¢ da day)

c) Twong tac do can tré co hoc
ngian hap thu: Sucralfat, diosmectite
(smecta) 1am khé hap thu cac thudc
khac  (Ciprofloxacin, Norfloxacin,
Phenytoin).

d) Anh hwéng cia hé vi khuan
duong rudt

Digoxin + Ampicillin ting nong do
digoxin

- Do 40% Digoxin (PO) bi chuyén
hoa boi vi khuan duong rudt thanh
dang khong c6 hoat tinh

- Ampicillin lam tang tac dung cua
thudc do pha huy hé vi khuan dudng
rudt

e) Tan trong dung dich khong
hf,lp thu:

Vit/dau + dau Parafin dung dich
dau chtra thude khong hap thu.

f) Sw thay d6i nhu dong da day —
ruot:

Metoclorpramid, domperidon,
etoprid 1am ting téc do lam rdng da
day. Morphin lam gidm thoi gian lam
rong da day.

Thudc c¢6 tac dong khéang
cholinergic, thubc chéng trim cam ba
vong s€ gay giam nhu dong rudt.

Tai lieu tham khao: “Dwoc lam
sang” Pai hoc y duogc Can Tho.

Tetracyclin;

Tetracyclin tao
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Ban tin canh giac dugc

Don vi thong tin thuéc

Health Canada: Cip nhit thong tin vé viém co tim va viém mang ngoai
tim trén nhan vac xin COVID-19 cua Pfizer-BioNTech va Moderna

Khuyén c4do cho nhén vién y té:

- Canh giac v6i cac ddu hiéu va
tri¢u ching cta viém co tim va viém
mang ngoai tim khi bénh nhan nhap
vién do dau nguc, kho thd, danh tréng
nguc, hodc cac d4u hiéu va triéu chung
khac sau khi tiém vac xin phong
COVID-19. Can nhic hoi chan véi bac
s chuyén khoa tim mach dé xur tri va
theo doi.

- Can nhéc tinh trang 1am sang cta
ting bénh nhan khi quyét dinh sir dung
vaic xin COVID-19 cua Pfizer-
BioNTech hoac Moderna trén ngudi cé
tién sir viém co tim hodc viém mang
ngoai tim.

- Béo céo bat ki _phan tmg nao nghi
ngd lién quan dén vic xin.

Ban nén lam gi:

Néu ban d3 duoc tiém vic xin
phong  COVID-19 cua  Pfizer-
BioNTech hoac Moderna, hdy nhanh
chong dén co sd y té néu c6 bat ki triéu
chimg nao dudi diy trong vong vai
ngay sau khi tiém vaccin:

- Dau nguc

- Kho thé

- Cam giac tim dap nhanh, manh,
hoic khong déu.

Hay bao cdo bat ki phan tmg bat
thudng nao sau khi tiém vic xin cho
nhan vién y té.

Vin dé:

Health Canada da cap nhat thong
tin mo ta cac bao cio rat hiém vé cac
truong hop viém co tim va viém mang
ngoai tim sau khi tiém phong trén nhan
san pham viac xin COVID-19 cua
Pfizer-BioNTech va Moderna.

| Théng tin thuéc — Céanh gidc dwoe |

DPi c6 bao cdo vé mot sd trudng
hop xuét hién viém co tim hodc viém
mang ngoai tim sau khi tiém vic xin
phong COVID-19 ¢ Canada va trén thé
gidi. Cac béo cdo trén rat hiém gap.
Health Canada va cac co quan quan ly
trén thé giéi dang tiép tuc nghién ctru
tim hiéu vé méi lién quan co thé co
giita vic xin COVID-19 va cac bién cd
hiém gip néu trén. Cho dén thoi diém
hién tai, hau hét cac truong hop dugc
bao cdo xay ra sau khi tiém vic xin
MARN (Pfizer-BioNTech hodc
Moderna), va, dua trén phan tich céc
truong hop trén toan cau, phan tng
thuong xay ra sau khi tiém phong liéu
thir 2 & nam gi6i truong thanh tré tudi
hogc ¢ tré vi thanh nién. Health Canada
s tlep tuc thu thap bang ching trong
sudt thoi gian quan thé trén duoc tlep
tuc tiém phong. Dt li¢u theo doi1 ngan
han hién c6 cho théy cac bién cd trén
thuong c6 mirc d0 nhe va co thé diéu tri
dugc, tuy nhién hién chua c6 dit ligu vé
hau qua dai han.

Tinh trang viém co tim va viém
mang trong tim c6 thé xay ra do nhiém
tring (bao gébm COVID-19), phoi
nhiém véi chat doc hodc chat phong xa,
hodc do nguyén nhan y khoa khac.
Triéu ching c6 thé bao gom dau nguc,
kho thd, hoic danh trong nguc (cam
gidc tim dap nhanh, manh, hodc khong
déu). Trong nhiéu truong hop, tinh
trang x4y ra @ muc dg nhe va co thé cai
thi¢én ma khong can diéu tri. Tuy nhién,
cac trudong hop ning c6 thé dan dén ton
thuong co tim.

Health Canada da cap nhat nhan
san pham viac xin COVID-19 cua
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Pfizer-BioNTech va Moderna nham
thong tin cho nguoi dan va cac nhan
vién y té vé cac phan ing co hai co the
gap nay va nhim cung cap thong tin Ve
dau hiéu, triéu ching va khi nao can
nhanh chéng dén co s y té sau khi
tiém phong.

Health Canada sé& tiép tuc phdi hop
v6i cac nha san xuét, cling nhu cac dbi
tac trong va ngoai nudc, de hiéu rd hon
vé moi lién quan gilra véac xin COVID-
19 va cac bién cb trén.

Don vi thong tin thuéc

Health Canada khang dinh vac xin
COVID-19 van an toan va hiéu qua
trong viéc phong ngira mac COVID-19.
Loi ich cua viéc tiém phong COVID-19
van vuot troi nguy co, dua trén béng
chimg khoa hoc cho thiy vic xin
COVID-19 lam giam ti 1€ tr vong va ti
1€ nhap vién do COVID-19. Chinh phu
khuyén khich ngudi dan di tiém phong
vac xin day di ngay khi co thé.

Nguén: http://canhgiacduoc.org.vn

MHRA (Co quan Quan Iy Dugc pham Anh): Cé thé sir dung thudc nhoé mat
cloramphenicol chira ta dugc borax hoac acid boric cho tré dudi 2 tuoi

1. Khuyén c4o cho nhén vién y té:

- Gan day, gidy phép luu hanh mot
sO san pham thubc nho mat
cloramphenicol chira dém borax hodc
acid boric da dugc cdp nhat nhim han
ché st dung & tré dudi 2 tudi, sau khi
c¢6 canh bao vé gi6i han phoi nhiém véi
nguyén td bo hang ngay.

- MHRA di xem xét bang chung
hién hanh va tham khao ¥ kién chuyén
gia vé viée liéu co rui ro cho tré duéi 2
tudi khi sir dung theo chi dinh (thudng
trong thoi gian ngan).

- Két luan cia MHRA 14 loi ich cua
thudc nhé mat cloramphenicol chua
borax hoac acid boric vuogt tro1 nguy co
khi str dungcho tré dudi 2 tudi.

- Liéu dung thong thuong 1a 1
giot/lan, 3-4 lan/ngay, cho ca 2 mat, tré
s& phoi nhiém véi bo & mic do thap
hon nhiéu gidi han an toan cho tré tir 0
dén 2 tuoi.

- Tu véan cho phu huynh va ngudi
cham soc rang thubc nho mat
Cloramphenicol da dugc st dung an
toan trong nhiéu nim va 1a thudc diéu

| Théng tin thuéc — Céanh gidc dwoe |

tr1 quan trong & tré dugc chi dinh su
dung khang sinh nhoé mat.

- To thong tin san pham cia céac
ché pham chira cloramphenicol c6 lién
quan dang duoc cap nhat dé g& boé han
ché & tré nho. Hién tai, nhan vién y té
can tu van chocha me va nguoi chim
soc rang cacsan pham ndy an toan cho
tré dudi 2 tudi khi duoc ké don.

2. Khuyén cio cho phu huynh va
nguwoi cham soc:

- Nhiém khuan mit (viém két mac)
rat pho bién ¢ tré em va can duoc diéu
tri ding céch.

- Thuéc nhé mit chaa
cloramphenicol 1a khang sinh quan
trong diéu tri nhiém khuan mét & tré em
va da duoc str dung an toan trong nhiéu
nam.

- M6t s6 thube nhé mit chira borax
hodc acid boric, cac chit nay cé chua
nguyén td bo. Borax hodc acid boric
duoc str dung nhiam tao ra hé dém dam
bao thudc khong qua acid hodc kiém,
tao cam giac dé chiu cho bénh nhan khi
nho6 mit.
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- Mic du c6 mdt sd quan ngai rang
bo c6 thé anh huong dén kha nang sinh
san sau ndy,tuy nhién,cac san pham nay
¢ thé dugc st dung mot cach an toan
cho tré dudi 2 tudi theo khuyén cdo va
don ké cua béc si.

- Céc chuyén gia di can nhic luong
chét 1ong hap thu qua mit cta tré nho
va liéu dung theo don, tir do két luan
rang mirc d6 phoi nhiém bo cua tré khi
sit dung cic ché pham naythdp hon
nhiéu so v&i gidi han an toan.

3. Ra soat hwéng din cia EU vé acid
boric va borat dang ta dugc:

Hwéng din vé ta duge

Ho6i thang 10/2017, canh bao vé
acid boric va cac borat dugc thém vao
huéng dan ctia Uy ban Chau Au vé ta
dugc trong viéc ghi nhdan va ghi to
huéng dan st dung cta cic san pham
chtra bo (xem Chu thich 1, Chu thich
2). Cac nha phan phbi da duoc yéu cau
cap nhat thong tin san pham (Td Tong
quan vé San pham va T Thong tin cho
Bénh nhan) theo huéng dan nim 2017.
Vao nam ngoai, viéc cap nhat da duoc
tién hanh ¢ thi truong Vuong qudc
Anh.

Huéng dan cia Uy ban Chau Au
yéu cau phai c¢6 canh bao rd rang vé
viéc khong duoc st dung san pham cho
tré dudi 2 tudi néu phoi nhiém bo vuot
qua 1 milligram (mg) mdi ngiay do
quan ngai vé tac dong cia bo dén kha
nang sinh san.

Danh gia caa MHRA

Sau khi vi¢c su dung mot s san
pham ddi véi tré dudi 2 tudi bi han ché,
Hiép ho1 Nhan khoa Hoang gia (Royal
College of Opthalmologists) va cac to

| Théng tin thuéc — Céanh gidc dwoe |

Pon vi théng tin thuéc

chtic y té khac di dua ra quan ngai vé
tinh hop 1y ctia cac canh bao va han ché
trén & tré nho va vé viéc khong co
thudc thay thé duoc cho thube nhé mat
chtra cloramphenicol.

Do d6, MHRA da tién hanh dénh
gia viéc 4p dung hudng dan cia EU vé
acid boric va borat ¢ tré dudi 2 tudi.
MHRA d3 danh gia cic bang ching
hién c6 vé chat lugng, l1am sang, va doc
tinh, ciing nhu tham khao y kién doc
lap tr Nhém Chuyén gia Tu van vé
Thuéc Nhi khoa cua Uy ban vé Thubce
st dung trén Nguoi (Paediatric
Medicines Expert Advisory Group of
the Commission on Human Medicines)
dé hiéu r6 hon vé nguy co trén tré nhod
khi str dung cac san pham theo chi dinh
(thuong trong thdi gian ngan).

Két qua ciia danh gia

Gi6i han vé mic d6 phoi nhiém bo
trong hudng dan cua EU dugc dua trén
mot tac dong lién quan dén thai ky
(giam trong luong thai nhi). Hon niia,
cac yéu t6 nhidu tiém an duoc su dung
trong tinh toan giéi han phoi nhiém
hang ngay dugc dua trén dir li¢u ddc
dong hoc va can nang & chudt mang
thai va nguoi mang thai. Vi vay, nhom
danh gia két luan gi6i han phoi nhiém
hang ngay hién tai khong c6 y nghia
doi véi tré dudi 2 tudi.

Dua trén cac nghién ctru tién hanh
trén dong vat, doc tinh quan trong
nhatco thélién quan dén tré nhola doc
tinh trén hé sinh duc. D li¢u nay thu
duogc trén dong vat truédng thanh, khong
phai dong vat vi thanh nién, do dé chua
rd y nghia cua dit liéu d6i voi hé sinh
duc dang phat trién va tac dong lau dai
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d6i vi kha nang sinh san. Dit liéu chua
chi ra dugc ¥ nghia 1am sang ddi voi
nguoi truong thanh hodc tré em, do do
hién méi chi c6 phong doan vé nguy co
tiém an d6i véi kha nang sinh san khi
truong thanh trén tré nhd. Muc dg phot
nhiémbotir viéc str dung thudc nho mét
cloramphenicol thap hon dang ké gidi
han an toan vé bién cb bat loi trén kha
nang sinh san va bién cd giam trong
lugng thai nhi.

Ham luong bo trong thuéc nho mat
c6 su khac biét gitta cac san pham, udc
tinh mot giot thudc chia khoang
0,12mg bo (dua trén ndéng dd bo
khoang 3mg/mL va thé tich giot
khoang 40uL). Tuy nhién, vi¢c sur dung
toan b luong bo trong mot giot thube
dé tinh mic d6 phoi nhiém s& khong
cho wéc tinh phoi nhiém chinh xéc.
Viéc st dung thudc nhé mét & tré nho
thuong gap kho khan do tré khong hop
tac va c6 thé khoc 1am ra troi mot
phan dich thudc. Theo ¥ kién chuyén
gia, lugng dich tdi da ma tai két mac
cta tré dudi 2 tudi co thé chura sé trong
khoang tir 10pL dén 20puL. Dya trén tu
van cia chuyén gia vé thyc hanh 1am
sang, liéu trinh diéu tri thong thudng 13
nhé 1 giot cho mdi bén mat, su dung tu
3 dén 4 lan mot ngay, sé dan dén mirc
d6 phoi nhiém thap hon nhiéu gi6i han
cho phép 1a 1mg/ngay, ké ca trong
truong hop muc d6 hap thu thudc 1a
100%.

Déi voi tinh trang nhiém khuan mat
nghiém trong, Dugc thu Qudc gia Anh
cho Tré em (BNF-C) khuyén céo liéu
dung 1 giot cho mdi bén mat, st dung 2
gid mot 1an (tan suat stir dung giam dan
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khi tinh trang nhiém khuan duoc kiém
soat). Trong truong hop st dung lidu
t6i da (24 giot) va muc d6 hap thu
thuéc 100%, muac do phoi nhiém sé&
vuot qué giéi han 1mg/ngay dbi véi tré
dudi 2 tudi. Theo y kién chuyén gia, it
c6 kha nang xay ra truong hop sir dung
lidu tbi da vi thuéc nho mat thuong chi
st dung khi tré thuc va chi st dung
thudc liéu cao trong thoi gian ngan (vai
ngély?.

4. Két luan

Dua trén dit liéu vé dgc tinh va uée
tinh mirc 46 phoi nhiém hang ngay d6i
v6i lidu trinh diéu tri théng thuong,
nhom danh gia két luan viéc str dung
thudc nhé mat cloramphenicol chita bo
hodc acid boric cho tré dudi 2 tudi co
lo1 ich vuot tr1 nguy co.

Thong tin san pham cia cac san
pham thudc nhé mat cloramphenicol s&
duoc cap nhat dé phan anh rang cac san
pham nay c6 thé duoc sir dung an toan
cho tré dudi 2 tudi.

MHRA d3 yéu cau g& bo cic han
ché va canh bao vé phoi nhiém bo & tré
dudi 2 tudi trong tothong tin san pham
cia cdc san pham thudc nhd mat
cloramphenicol taiVuong quéc Anh.

Pé dam bao ngudn cung khong bi
gian doan, MHRA s& khong yéu cau
thu hoi cac san pham c6 kém To Thong
tin Bénh nhan chtra cac canh bao trén.
Khuyén cdo nhan vién y té tu van cac
bac phu huynh va ngudi cham soc rang
thudc nhé mat cloramphenicol c6 thé
duogc st dung an toan cho tré duoc chi
dinh néu tuan thu hudng din sir dung.

Nguén: http://canhgiacduoc.org.vn
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Don vi thong tin thuéc

MHRA: Céinh Bio Nguy Co Dan Dén Hji Chirng Diéc Lién Quan Dén Viée Sir
Dung Aminoglycosid O Bénh Nhan Bi Dot Bién Ty The

Cac bang chung cho thdy sy gia
tang nguy co gay doc cho thinh gidc
lisn quan dén viéc st dung
aminoglycosid & nhiing bénh nhan c6
dot bién ty thé. Do do6, khi quyét dinh
ké don, dé tranh cac tac dung khong
mong mudn can sang loc dich t&, dic
biét trude khi tai didu tri hodc dicu tri
dai han bang aminoglycosid.

Loi khuyén cho nhén vién y té:

- Viéc str dung aminoglycosid cé
thé gay ra doc tinh cho thinh giac voi ty
1¢ hlem gip; cic bang ching goi y co
moi lién quan gitra dot bién ty thé (dic
biét 1a dot bién m.1555A>G) voi ting
nguy co doc tinh trén thinh giac.

- Céc trudng hop xuat hién doc tinh
trén thinh giac ¢ bénh nhan dot bién ty
thé co nong do aminoglycosid huyét
thanh nam trong khoang khuyén céo
diéu tri.

- Nhitng d6t bién ty thé nay rat
hiém gip va su xdm nhap lam ting doc
tinh trén tai quan sat dugc hién van
chua dugce chirng minh.

- Can nhéc xét nghiém gen, dac biét
& bénh nhéan can tai diéu tri hodc diéu
tri dai han bang aminoglycosid, nhung
khong dugc tri hoan diéu tri dé xét
nghi¢m.

- Khi dua ra quyét dinh ké don
thudc ¢ nhitng bénh nhan c6 dot bién
nhay cam, cin nhic su can thiét cua
diéu tri bang aminoglycosid so voi
nhimng lua chon thay thé sin cé khac.
DPé han ché t6i da nguy co gip phan
ung co hai, trong d6 c6 ddc tinh trén
thinh giac, khuyén cao theo ddi lién tuc
(trude, trong va sau khi diéu tri) chirc
nang than (creatinin huyét thanh, do
thanh thai creatinin) va thinh luc, ciing
nhu gia tri xét nghiém chirc ndng gan
véi tat ca cac bénh nhan.

- Khuyén céo bénh nhan thong tin
cho bac si/duoc si trude khi duoc didu
trj bang aminoglycosid néu c6 dot bién
ty thé hodc tién sir gia dinh c6 ngudi
gdp doc tinh trén thinh giac khi st dung
thudc.

Nguén: http://canhgiacduoc.org.vn

Pregabalin (biét duwgc Lyrica):
BAO CAO VE TINH TRANG UC CHE HO HAP NGHIEM TRONG

Pregabalin ¢ lién quan dén mot
s6 bao céo vé tinh trang trc ché ho hap
nghiém trong, bao gdm ca mot so
truong hop khong sir dung phdi hop
v6i opioid. Bénh nhan ¢6 chirc nang ho
hap suy giam, bénh ho hap hodc than
kinh, suy gidam chirc nang than; bénh
nhan str dung thudc phédi hop voi thude
trc ché than kinh trung wong khéc; va
bénh nhan trén 65 tudi c6 thé co6 nguy

| Théng tin thuéc — Céanh gidc dwoe |

co cao hon gdp phai tinh trang trén, do
d6 co thé phai hiéu chinh liéu.
Pregabalin dugc chi dinh dé diéu tri
dau than kinh ngoai vi va than kinh
trung tim & nguoi truong thanh, diéu
tri hd trg' & nguoi trudng thanh bi dong
kinh khu tri c6 hodc khong di kem vai
con co gidt toan than thir cip, va cho
roi loan lo 4u lan toéa & nguoi trudng
thanh.
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Viéc phdi hop pregabalin véi cac
opioid hodc cac thude trc ché than kinh
trung uong khac da duoc chimg minh
1a ¢ lién quan dén cac bao cao vé suy
hoé hap, hon mé va tir vong. Mot sd
nghién ctru chi ra rang viéc st dung
pregabalin lidu cao (trén 300mg/ngay)
phdi hop véi opioid c6 mdi lién hé 13
rang véi su tdng nguy co tur vong lién
quan tdi opioid.

Mot bao cao danh gia an toan gan day
ctia chau Au d3 thadm dinh cac béo cao
vé truong hop tc ché ho hap nghiém
trong dugc cho 1a chi do tac dung cua
pregabalin trén than kinh trung wong.
Véi dit liéu hién co6 vé nguy co trén,
bao gom ca cac bao cdo don 1¢, va co
ché tac dung trén 1y thuyét, thong tin
san pham cho cac thube hién c6 & Anh

Don vi thong tin thuéc

s& dugc bd sung thém canh bao trc ché
hé hap.

Bao cdo danh gia da xac dinh mot sd it
truong hop trc ché hé hap ma khong co
nguyén nhan nao khac va khong co tién
st bénh 1y nén trén toan cau. Trong cac
truong hop nay, viéc (e ché ho hap co
mdi quan hé thoi gian véi viée bat dau
str dung hodc tang liéu pregabalin. Cac
truong hop khac dugc ghi nhan trén
bénh nhén c6 yéu to nguy co hodc tién
sir bénh 1y nén. Pa sb cac trudng hop
dugc thim dinh 14 trén bénh nhan cao
tudi.

Canh bao tuong tu da duogc dua ra dbi
voi1 gabapentin (biét dugc Neurotonin).

Nguon: http://canhgiacduoc.org.vn

MHRA: Cénh bAo nguy co nhé hé van tim lién quan dén
fluoroquinolon duwdng toan than va dwong hit;
can nhac lya chon dau tay khac ¢ bénh nhan cé yéu to nguy co

Chi str dung fluoroquinolon sau khi
danh gia can than can bang loi ich —
nguy co va sau khi di cin nhéc lua
chon diéu tri khac ¢ bénh nhan c6 nguy
co hd van tim.

Khuyén céo nhan vién y té

- Cac khéang sinh fluoroquinolon
duge chi dinh dé diéu tri cac nhiém
khuéan nang, de doa tinh mang

- Cac khang sinh fluoroquinolon tac
dung toan than (duong udng hodc tiém)
va duong hit ¢ lién quan dén nguy co
nho ho van tim, mot nghién ctru bénh —
ching hoéi ctru goi y rang nguy co
twong dbi ting 2 lan khi st dung
fluoroquinolon duong udng so véi khi
st dung amoxicillin hodc azithromycin

- Chi nén st dung cac khang sinh
fluoroquinolon sau khi danh gia can

| Théng tin thuéc — Céanh gidc dwoe |

than can bang loi ich — nguy co va sau
khi can nhic lya chon diéu trj khac cho
cac bénh nhan c6 cac yéu t6 nguy co
Sau:

+ Bénh nhan bi bénh van tim bam
sinh hodc c6 tién st bénh van tim

+ Bénh nhan méc bénh rdi loan mod
lién két (nhu hoi chung Marfan hoic
Ehlers-Danlos)

+ Bénh nhan c6 cac yéu td hoic
tinh trang khac dé bi hd van tim (nhu
ting huyét ap, hoi chung Turner’s,
bénh Behget’s, viém khop dang thip va
viém ndi tim mac nhiém khuan)

- Khuyén cao nguoi bénh, dac bict
nguol co cac yéu to nguy co trén, can
goi cap ciru ngay néu co biéu hién:

+ kho thé khoi phat nhanh, dac biét
khi nam ngira
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+ sung mét ca chan, ban chan, bung

+ tim d&p nhanh ma&i khoi phat

- Do céc khang sinh fluoroquinolon
lién quan dén ting nguy co phinh va
boc tdch dong mach chu véi ty 1€ nho,
truéc ddy MHRA d3 khuyén céo chi st
dung céc khang sinh nay sau khi danh
gia can than can bang loi ich — nguy co
0 bénh nhan c6 nguy co phinh dong
mach va sau khi can nhic cac lua chon
diéu tri khéc

- Cac khang sinh fluoroquinolon
cling lién quan dén phan tmg c6 hai kéo
dai hodc c6 kha ning khong thé dao
nguoc gdy tan tat anh huong dén co
xuong khép va hé than kinh — nén
ngimg diéu tri khi xuat hién dau hiéu
dau tiéu cua phan ung c6 hai nghiém
trong, bao gom dau va viém gan

- B4o cdo phan tng c6 hai nghi ngd
lién quan dén fluoroquinolon cho co
quan quan ly

Khuyén cdo trudéc khi ké don
fluoroquinolon

Fluoroquinolon la khang sinh dugc
chi dinh dé diéu tri nhiém khuan
nghiém trong, de doa tinh mang. Cac
thudc duge cip phép luu hanh tai Anh
bao gdém ciprofloxacin, levofloxacin,
moxifloxacin va ofloxacin. Pi voi tat
ca cac khang sinh, nén can nhic
khuyén cio trong Huéng din diéu tri
dé st dung khang sinh phu hop véi cin
nguyén gay bénh.

Céac khang sinh fluoroquinolon da
timg duoc canh bao lién quan dén ting
nhe nguy co phinh va boc tach dong
mach chu. Truéc day, MHRA da
khuyén cdo chi str dung fluoroquinolon
sau khi danh gia can than can béng loi
ich — nguy co & bénh nhan c6 nguy co
phinh dong mach va sau khi can nhéc
cac lua chon diéu tri khac. Bénh nhéan
¢ yéu td nguy co bao gém tién st ban

| Théng tin thuéc — Céanh gidc dwoe |

Pon vi théng tin thuéc

than hoac gia dinh c6 bénh 1y phinh
dong mach chu hodac co6 cac yéu tb
nguy co/tinh trang khac c6 kha nang
dan t6i phinh ho#ic béc tach dong mach
chu.

Cac khéang sinh fluoroquinolon
cling da tung dugc canh bao lién quan
dén tang nguy co gip phan tng co hai
kéo dai hodc co6 kha niang khong thé
dao nguoc gy tan tat anh huong dén
co xuong khop va hé than kinh, tinh
trang thuong gip nhat 13 viém gan va
dut gan. Ton thuong gan (dac biét la
gan Achilles) c6 thé xay ra trong 48 gio
tr khi khoi dau didu tri bang
fluoroquinolon, tuy nhién, cac d4u hiéu
va triéu ching cua phan ung c6 hai co
thé xuét hién sau vai thang ngimg st
dung thudc.

Sau danh gia vé cac phan Ung c6
hai trén, chi dinh cia tat ca céac khang
sinh fluoroquinolon dugc gidi han va
canh bdo an toan thudc mé&i di duogc
dua ra vao nam 2019. Khong nén su
dung céac khang sinh fluoroquinolon
cho nhiém khuan khong nghiém trong
hodc tinh trang can nguyén giy bénh
khong phai vi khuan, hodc cic nhiém
khuan tir nhe dén trung binh trir khi cac
khang sinh dau tay khac dugc coi 1a
khong phu hop.

Dt li¢u moé1 goi v cac khang sinh
fluroquinolon lam tang nguy co hd van
tim

Cudc ra soat tai Chau Au trén di
liéu tir cac nghién ctru dich té va nghién
ctru phi lam sang da chi ra nguy co hé
van tim tang sau khi str dung cac khéng
sinh fluoroquinolon. Nghién ctu dich
t& goi y nguy co ho van hai 14 va van
dong mach chu lién quan dén viée sir
dung fluoroquinolon. Nghién ctru bénh
— chimg cac hd so bénh an cia bénh
nhan tai Hoa Ky da kiém tra hoi ctru
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12,502 bénh nhan hd van tim (sau khi
loai trir bénh nhan c6 tinh trang khac co
thé lién quan dén bénh 1y van tim).
Viéc ké don fluoroquinolon dugc so
sanh v&1 amoxicillin trong cung nhom
bénh va so sanh voi nhom dbi ching
125.020 nguoi. Nguy co hd van hai 1a
hoac van dong mach chu & bénh nhan
phoi nhiém véi fluoroquinolon cao gip
gan 2 1an so voi bénh nhan phoi nhiém
voi amoxicillin (2,4% so vo1 1,6%).
Nghién ctru bao cao nguy co tuong dbi
hie¢u chinh khi s dung céac
fluoroquinolon so v6i viéc st dung
amoxicillin 1a 2,4 (95% CI 1,82 to
3,16) va so v&i azithromycin 1a 1,75

Don vi thong tin thuéc

(95% CI 1,34 to 2,29). Mot nghién cuu
phi 1am sang ciing bdo cdo rang
ciprofloxacin lam tdng su phan giai
collagen trong té bao co tim. Nhiing
phat hién nay <chi ra ring
fluoroquinolon dung dudng toan than
hodc hit vao c6 thé gbp phan giy ra
hién tuong ho van tim, dac biét o
nhitg bénh nhdn c6 cac yéu td nguy
CO.

Nguy co hd van tim tang da duoc
bd sung vao thong tin san pham cua cc
loai thudc ndy va MHRA d3 gui thu
thong bao téi cac nhan vién y té co lién
quan tai Anh.

Nguén: http://canhgiacduoc.org.vn

FDA: Cép nhép va thong cao bao chi vé tap chit nitrosamin trong ché pham
chira vareniclin (Chantix)

Ngay 19/7/2021, Pfizer da mo
rong tu nguyén thu hoi thém 12 16
vareniclin (Chantix) & mirc d§ nguoi su
dung. Cac 16 thudc ndy c6 mat tap chat
N-nitroso-vareniclin voi ham lugng cao
hon giéi han chap nhan dugc ciia nha
san Xuat.

FDA nhic nh&d cac bénh nhan
dang str dung vareniclin bi thu hdi tiép
tuc dung thudc hién tai cia ho cho dén
khi dugce si cung cap thude thay thé hoidc
bac si ké don mot loai thude khéc diéu tri
cung mot tinh trang. Loi ich stc khée
clia viéc ngimg hut thudc cao hon nguy
co ung thu do tap chat nitrosamin trong
vareniclin.

Ngay 16/7/2021, FDA cho phép
mdt s6 nha san xuat tam thoi phan phbi
vién nén vareniclin chia N-nitroso-
vareniclin trén mutrc giéi han 37 ng/ngay
nhung dudi mure gioi han tam thoi 185
ng/ngay dén khi co thé loai bo hodc giam
tap chat den muc chap nhan duge. Co
quan van tiép tuc danh gia dir liéu va s&
cap nhat mue gio1 han trong twong lai.

| Théng tin thuéc — Céanh gidc dwoe |

Apotex phan phdi vareniclin tai Canada
v6i tén biét duge Apo-Vareniclin. Quyét
dinh ctia FDA lién quan dén viéc Apotex
phan phbi Apo-Vareniclin c¢6 chira N-
nitroso-vareniclin dudi mirc gidgi han tam
thoi 185 ng/ngdy sé gitp dam bao ngudn
cung vareniclin tai My trong thoi gian
toi.

Céc nha khoa hoc da danh gia
nguy co khi tiép xtuc véi N-nitroso-
vareniclin & muc gidi han tam thoi dudi
185 ng/ngay va xac dinh mirc ham lugng
nay nay it lam tang nguy co ung thu khi
so véi ham luong tap chat N-nitroso-
vareniclin & muc 37 ng/ngay.

FDA khuyén bénh nhan dang st
dung vareniclin bi thu hdi can tiép tuc
dung thudc dén khi duoc si cung cip
thudc thay thé hodc bac si ké don mot
thudc khéc.

Loi ich cta viéc ngimg hit thudce
14 vuot troi hon so v6i nguy co mic ung
thu do tap chat nitrosamin trong
vareniclin.

Nguén: http://canhgiacduoc.org.vn
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