Trung tam y té huyén Phwéc Long

Théng tin thuéc

TUONG TAC CUA ADRENALIN VOI CAC THUOC KHAC
VA CAC LOAI TUONG TAC KHAC

Adrenalin va cac thudc chen
beta: Tac dung 1am ting huyét ap cua
Adrenalin ting 1én mot cach dang ké &
nguoi bénh dung thudc chen beta
khong chon loc nhu Propranolol. C6
thé xay ra phan tng ting huyét ap
va/hodc cham nhip tim dang ké, nguy
hiém téi tinh mang. Khong dugc dung
thudc rc ché beta khong chon loc (nhu
Propranolol) cho nguoi bi hen, vi c6
thé gy ra co that phé quan.

Adrenalin va cac thudc we ché
mon amino oxidase (MAO): Téac dung
lam tang huyet ap cua Adrenalin c6 thé
khong thay doi hodc chi thay doi it ¢
nguoi bénh c6 dung thubc Gc ché
MAO.

Adrenalin va cac thudc gy mé:
Nguoi bénh bi gy mé bang cac thude
mé bay hoi (cyclopropan, enfluran,
halothan, isofluran, fluroxen,
methoxyfluran, diethyl ether) c6 nguy
co bi loan nhip tim néu dung
Adrenalin, trir khi véi liéu rat nhé. Liéu

DS. Bui Thi Thay Linh

Adrenalin khong duoc qua
Imicrogam/kg/30 phtt néu c6 dung
halothan; khéng duoc qua 3
microgam/kg/30  phGit néu  dung
enfluran hay isofluran dé dé phong loan
nhip that. Tré em it bi hon.

Adrenalin va cac Alkaloid cua
Rauwolfia: Khi c¢6 cac Alkaloid cua
Rauwolfia, thi tic dung ting huyét ap
cua Adfenalin hoi tang l1én

Adrenalin va cac thudc chong
tram cam ba vong: Ngudi bénh duogc
diéu tri bang thudc chéng trim cam ba
vong c6 dap tng rat manh khi duogc
tiém Adrenalin (ting huyét ap, roi loan
nhip tim...). Ngay céac thubc gy té tai
chd c6 Adrenalin ciing khong nén
dung cho nhitng nguo1i bénh nay.

Twong ky: Adrenalin co thé
duoc pha lodng trong dung dich mubi
dang truong (natri clorid 0,9%) hoic
dung dich Glucose 5%).

Theo T hwéng din sir dung thude.

THUOC CHEN KENH CANXI TRONG PIEU TRI
CAO HUYET AP, BENH TIM MACH

Thubc chen kénh canxi dugc st
dung rat pho bién trong diéu tri bénh 1y
tim mach, dac biét 1a cao huyét ap va
dau that nguc. Thubc co tac dung lam
giam huyét 4p, chéng co thit dong
mach, gidm nhip tim, tang thoi ky tdm
trrong va giam nhu ciu oxy cuia co tim.
1. Thudc chen kénh canxi la gi?

| Théng tin thuéc — Canh gidc dwoc|

DSCKI. Lam Thai Hung

Thudc chen kénh canxi (hay thudc
d6i khang canxi, tén tiéng Anh la
Calcium Channel Blocker, viét tit la
CCB) duoc ap dung trong diéu tri bénh
Iy tim mach tir nhitng ndm 70 cua thé
ky XX. Theo nhiéu nghién ctru danh
gia, kha niang ha huyét 4p cta nhom
thudc ndy c6 thé sanh ngang véi thudc
trc ché men chuyén (ACEI).
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Thudc chen kénh canxicOd tac
dong trén ca dong mach va co tim,
song tac dung trén dong mach duoc
cho 1 manh hon trén tim. Thudc giy
gidn mach nhanh va manh, d& din dén
huyét 4p giam nhanh, phan xa lam ting
nhip tim, khong c6 191 cho nhiing bénh
nhan bi thiéu mau co tim. Dya trén ciu
truc phan tir va co ché hoat dong, thude
chen kénh canxi dugc chia thanh 3
nhom, bao gom:

- Dihydropyridine (DHP): Tac
déng chu yéu ¢ dong mach;

- Phenylalkylamine: Chu yéu tac
dong trén co tim;

- Benzothiazepine: C6 tac dung
trén ca co tim va dong mach.

Trong d6, nhém dihydropyridine
thudng duge wu tién st dung trong didu
trj cao huyét ap hon hai nhém con lai
(non- DHP). Mot s6 thudc thudc nhom

dihydropyridine  thuong giap la:
Amlodipine; Felodipine; Isradipine;

Nicardipine; Nifedipine; Nimodipine.

Ngoai chi dinh trong diéu tri ting
huyét 4p,cac thubc chen kénh
canxi con duoc ké toa trong cac truong
hop nhu dau thit nguc, roi loan nhip
tim.

Thudc Nifedipine thuéc nhém
dihydropyridine, thuong dugc dung
trong bénh tim mach
2. Co ché tic dung ciia thudc chen
kénh canxi

| Théng tin thuéc — Cinh gidc dwoc|
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2.1. Déi véi dpng mach

Thudc chen kénh canxi gén Vao vi
tri N trén kénh véan chuyén ion canxi
type L cta té bao co tron & thanh df)ng
mach, lam giam lugng ion canxi Xam
nhap vao té bao. Nong do canxi ndi bao
giam dan dén giam tinh co ciia co tron,
gidm suc can thanh mach, tor do lam
giam huyét ap va chéng co thit dong
mach (vanh).

2.2. Déi véi co tim

Thudc nhém CCB gan voi kénh
van chuyén ion canxi cta céc té bao mo
co tim, lam gidm néng do 1on canxi noi
bao, din dén giam kha ning co, giam
nhu ciu oxy clia co tim va giam ganh
nang cho tim. Thubc con co tac dong
dén cac té bao than kinh tu dong cua
cic nut tim va mang dan truyen
purkinje. Cuy thé, chung lam giam nong
do ion canxi trong té bao, khién cho
dién thé mang té bao thay do6i, lam
giam tinh khir cuc cta cac té bao than
kinh ty dong va ting thoi gian dan
truyén tin hiéu trong tim.

Nhu viy, thudc chen kénh
canxi lam giam nhip tim, tang thoi ky
tam truong dong thoi lam giam nhu cau
oxy cua co tim. Trén lam sang, nhom
DHP c¢6 tinh chon loc cao véi té bao co
tron thanh dong mach, dac biét voi cac
thudc thé hé méi nén co tac dung diéu
tri cao huyét ap va it anh hudéng dén
hoat dong cuia co tim.

Trong khi d6, nhom thubc non-
DHP dugc chi dinh d¢ diéu tri dau that
nguc do tac dung lam gidm suc co bop,
gidm cong cua co tim, tang thoi ky tdm
trwong, chong co that dong mach vanh.
Ngoai ra, do thuoc c6 tac dong thay doi
dién thé mang té bao, 1am giam kha
nang ty khir cuc cua té bao dac biét dbi
voi té bao mo ngoai vi nén con dugc ap
dung trong diéu tri rdi loan nhip (¢
nhi).
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3. Tac dung phu dién hinh ciia thudc
chen kénh canxi

Thudc chen kénh canxi c6 thé gay
mot sb tac dung phu, dién hinh nhu:

Pau dau, chong mit; budn non;
Tao bon; O néng;

Di ting, n6i man da;

Do bung mat;

Sung chan; Mét moi.

Trong mot vai truong hop, mot
s6 thube chen kénh canxi con c6 nguy
co lam gidm lugng duong trong mau
cua bénh nhan. Mt vai tic dung phu
kéo dai s& gy ton hai dén strc khoe.

Thuec té, thudc chen kénh canxi cO
thé twong tic voi mot sé thude hoic
thuc phrflm chitc nang. Do d6, bénh
nhan khi tham kham hay trinh bay cho
béac si biét vé cac loai thubc va nhimg
san pham bd sung, vitamin hodc thao
dugc dang dung. Diéu nay s& gitp
nguoi bénh giam thiéu nguy co bi tac
dung phu giy ra dochat ddi khang
canxi.

Mit khac, khi dang ding thudc
chen kénh canxi, bénh nhan nén kiéng
budi chum, bao gom céa trai cdy hay
nudc ép. Budi chum co thé can thiép
vao qua trinh bai tiét cua thube, anh
huong dén nong do thude trong co thé.
Néu thich an loai thyc pham nay, hay
st dung thudc cach thoi gian an it nhat
4 t1eng.

Théng tin thuéc

Pau diu, chéng mat 1a mdt trong
nhimg tic dung phu dién hinh cua
thudc chen kénh canxi
4. So sanh nhém thudc chen kénh
canxi véi cac nhom khac

Mbi nhém thudc cod co ché tac
dong khac nhau, dong thoi co nhiing
loi ich, bat lgi khac nhau, khdng nhém
nao hon hin nhom nao. Vi du nhu,
cung c6 tac dung diéu tri cao huyét ap,
nhung nhom thudc chen kénh canxi uu
thé hon nhém chen beta trong dé phong
dot quy, tuy nhién chen beta lai hon
chen canxi va cdc nhom khac trong
phong ngtra suy tim. Vi vay, vdi bénh
nhan cao huyét ap c6 kém theo nhiing
yéu tb nguy co bénh 1y tim mach khac
thi viéc lya chon dung thuoc can dua
vao két qua danh gia cac yéu td nguy
co ndy va bénh canh lam sang thuc té.

Tom lai, thude chen kénh
canxi dugc coi 1a thudc diéu tri cao
huyét apan toan va hiéu qua. Tuy
nhién, do c6 su khac nhau vé co ché tac
dong, duoc dong hoc va nguy co tac
dung phuy, nén viéc chon lya phuong an
diéu tri bénh Iy tim mach cho bénh
nhan sé khac nhau tuy truong hop cu
thé.

Nguon tham khéo:
Tai liéu cua Hpi Tim mach hoc Viét Nam

VAI TRO CUA CYTOCHROME P450 TRONG CHUYEN HOA THUOC

1. CYTOCHROME P450 LA GI ?
Cytochrom P450 (CYP450) 1a hé
thong gém c6 50 loai enzymes thudc
nhom monooxygenase co trong hau hét
cac co thé séng. Hé thong enzyme
manh mé nay dong vai trO0 quan trong
dbi vé6i sinh Iy nguoi. O dong vat va

| Théng tin thuéc — Cinh gidc dwoc|

DS. Nguyén Thi Kim Nhung

ngudi, enzym ndy co6 & gan, tim, phoi,
than nhung tip trung chu yéu & gan.
Thudc dung dudng udng sau khi duge
héap thu qua rudt non dugc chuyén dén
gan qua tinh mach ctra, qué trinh nay
cho phép gan véi sy tham gia cua
CYP450 la nhédm enzym chinh tham
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gia vao chuyén héa thude (& phase I) co
tho1 gian giai doc cac duoc chét c6 hai
truée khi chiing duoc phan phdi vao hé
thng tuan hoan.

Nhitng enzyme chu lyc trong hé
théng CYP450 gdom c6 CYPIA2,
CYP3A4, CYP2C9, CYP2C19, C2De6.
Trong d6 do CYP3A4 la chiu trach
nhiém chuyén héa phan 16n cac thube,
sau do la CYP2D6.

2. TAI SAO LAI GOI LA CYP2D6 ?

CYP = Pdéng phan Cytochrom
P450

S6 2 = Gia dinh dong dang

Chir D = Gia dinh phy

S6 6 = San pham gene thu 6
trong gia dinh phu
3. HOAT DPONG CUA CYP450
DIEN RA NHU THE NAO ?

Tai phase (I) dudi xuc tac cua cac

enzyme thic day cic phan Ung: oxy
hoa, khir hoa va thity giai chuyén hoa
thudc thanh cac din xuat phan cuc, cac
phan tng lién hop & phase (II) s€ tao
thanh nhitng chat c6 cuc (khong thé
hap thu qua Ong than) d& tan trong
nude va sé dao thai ra khoi co thé.
4. ANH HUONG CUA CAC CHAT
LEN HE THONG CYP450 SE LAM
THAY POI TAC PONG CUA
THUOC ?

Nhiéu loai thudc co thé 1am ting
hodc gidam cac hoat dong (cam Ung
hodc trc ché) cac CYP450 khac nhau.
Pay 1a nguyén nhan chinh dan dén cac
tuong tac thudc bat loi, Vi du néu mot
loai thudc tc ché CYP450 s& lam cho
thudc thir hai c¢6 thé ting ndng do (hoat
chat ¢ dang co6 hoat tinh) va tich liy

| Théng tin thuéc — Cinh gidc dwoc|

Théng tin thuéc

trong co thé dan dén ngd doc. Do do6
dé han ché diéu nay can diéu chinh liéu
luong hodc lya chon thudc khac khong
anh huong dén hé thong CYP450. Do
vay nhiing thudc c6 khoang diéu tri
hep can dic biét quan tam dén loai
tuong tac nay.

Cac thuéc cam Ung enzyme
CYP450 s& lam ting chuyén hoa cua
thudc khac (Inducers) --> giam nong do
thudc khac.

Cic thuéc w@c ché enzym
CYP450: lam giam sy chuyén hoa cua
mot thude khac (Inhibitors) --> ting
noéng do6 thude khac.

5. CAC THUOC CAN PAC BIET
LUUY

Nhu trén da néu vi CYP3A4 la
chiu trach nhiém chuyén hoa phan 1én
cac thube nén ching da s€ dac biét luu
Y cac thudc cam ung va uc ché
CYP3AA4.

Cac thuéc khang ndm nhém azole

n6i chung la chat (c ché rat manh
CYP3A ngoai trir fluconazole 1a mot
chét rc ché yéu va e ché CYP3A chi ¢
lidu cao. Tt ca cac khang sinh nhom
macrolid trir azithromycin ciing 1a chat
rc ché manh. Cimetidin Gc ché nhiéu
loai CYP450 nhung tuwong ddi yéu.
Ngoai ra nudc €p budi (chum) ciling
dugce liét ké nhu 12 mot chét tce ché.
Str dung cac loai thudc nay c6 kha ning
c6 thé dan dén sy thiéu hiéu qua diéu
tr1 do gidm néng do dang con hoat tinh
ctia thude khi bi chuyén hoa tai gan.

Tai liéu tham khao:
http://hcpa.vn/vai-tro-cua-cytochrome-p450-
trong-chuyen-hoa-thuoc-166.html
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MOT SO TAC DUNG PHU CUA THUOC ARV
TRONG PIEU TRI HIV/AIDS ‘
DS. V6 Bang Ho

Gidng nhu bt ky loai thude khac, thubc ARV c6 thé gay tac dung phu dbi vai
mot s6 ngudi. Hau hét c4c tac dung phu 14 nhe va s& mat di sau mot vai tuan nhimg
cling c6 mot s tac dung phu nguy hiém.

Cac tac dung phu nhe dudi day s& ty mat sau vai tudn ma khong can phai diéu
tri, song nguoi bénh nén trao doi voi bac si diéu tri néu cac tac dung phu nay 1am anh
huong t6i cude sdng hing ngay cia minh:

- N6n/ budn non

- Pau dau

- Tiéu chay

- Hay nam mo hodc ¢6 4c mong

- Mét moi hoac mét la

Mot sd tac dung phu nang: Khi ban gip bat ky triéu chimg nao dugc liét ké
dudi day, ban can phai théng bao ngay cho béac s& dé dugc hd tro:

TRIEU CHUNG NGUYEN NHAN
Hoa mat chong mat, the gip hoic raf CO thé do thiéu mau do Zidovudine
mét khi di b xa hoac lam viéc nang. (AZT)

C6 thé do Efavirenz gay ra.
Viém gan nhiém doc c6 thé do
Nevirapine

Tram cam hodc muon ty Sat

Vang da, vang mat, mét, chan an

Dj Gmg: phét ban, san ngtra da va niém
mac, troc da hoac c6 sot 1a triéu ching cual
di rng nang.

Nguyén nhan thuong do Nevirapine
gay ra.

C6 thé 1a ton thuong than kinh ngoai
bién do Stavudine (d4T) gay ra.

Cam giac kién b0, t& hodc rat chan tay

THONG TIN VE HIV/AIDS ‘ ‘
DS. Tran Thanh Dién

1/ HIV va AIDS la gi?

HIV 1a virus giy suy giam mién
dich & nguoi va gay ra bénh AIDS —
hoi chimg suy giam mién dich mac
phai. Hé théng mién dich 1a co ché bao
vé chdng lai nhiém trung, ting stc dé
khang khoi nhiitng tdc nhan gy bénh.

| Théng tin thuéc — Cinh gidc dwoc|

Theo thoi gian, HIV 1am suy yéu kha
nang mién dich cta co thé. Tir 46, lam
co thé mat kha ning chéng lai cac
nhiém trung va mot sb bénh 1i ac tinh
khac. Giai doan nay dugc goi la bénh
AIDS. AIDS c¢6 thé de doa tinh mang,
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nhung no ciing 1a mdt cin bénh co thé
phong ngtra dugc.

2/ Nguyén nhan nao din dén tinh
trang nhiém HIV?

Quan h¢ tinh duc khong an toan,
khong dung bao cao su khi quan h¢.

Kim ban hodc vat dung khac dung
dé tiém thudc c6 dinh méu bi nhiém
bénh dam phai vao nguoi.

Truyén méau hodc cic san pham
mau chua qua quy trinh kiém tra cin
than.

Do me mang thai truyén sang cho
con trong thoi gian nhiém bénh.
3/ Cac triéu chirng nao lién quan dén
nhiém HIV?

Tré sinh ra néu bi nhiém HIV
thuong khong c6 tri€u chung rd rang
sau sinh. Khi tré duoc 2 dén 3 thang
tudi, ching co thé bat dau biéu hién
nhiing tinh trang nhu:

Tang can cham hay suy dinh
dudng Nhiém tring ndm cé thé gay
sang thuong ¢ da kéo dai, gay nam
miéng va co hong khién tré biéng an vi
dau hong Sét kéo dai

Sung dau hach & co

Bung chuodng, ti€u long kéo dai,
non Oi

Céc van dé& vé hé than kinh (nhu
co git, phat trién tdm than va van dong
cham hon so v&i nhitng dra tré khac
cung tudi)

Nguoi 16n bi nhiém HIV c6 thé
khong c6 triéu ching tai thoi diém bat
dau nhiém bénh. C6 thé mat 5 dén 10
nam dé cac triéu chung dan xuét hién
rd. Trong thoi gian nay, ho co thé 1a d6i
tuong lay virus cho nguoi khic ma
khong hé hay biét ban than da nhiém
HIV.

4/ Xét nghiém chan doan nhiém HIV
* Nguoi 10n va tré trén 18 thang tudi.

- Xét nghiém sang loc khang thé
khang HIV:

| Théng tin thuéc — Cinh gidc dwoc|
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Néu két qua am tinh: tu vn va tra két
qua am tinh cho khach hang. Dbi voéi
khach hang c6 nghi ngo trong giai doan
clra sO can xét nghiém lai sau 3 thang.
Véi cac khach hang thudc quan thé
nguy co cao, can tu van va hen xét
nghiém lai sau 6 thang.

Néu cé két qua phén ung: giai thich
v6i khach hang vé su can thiét phai lam
lai xét nghiém. C6 thé ldy méau dé
chuyén 1én phong xét nghiém khang
dinh hodc giéi thiéu khach hang dén
phong xét nghiém khang dinh. Phy nit
mang thai Iic chuyén da xét nghiém
sang loc co phan Ung cén tu van dé
diéu tri du phong lay truyén HIV tir me
sang con bang thudc ARV ngay.

- Xét nghiém khing dinh nhiém
HIV:

DPuoc thuc hién tai cac don wvi
dugc BO Y té phé chuan dii tham quyén
khang dinh HIV dwong tinh.

Két qua am tinh: tu van va tra 101 két
qua cho khach hang 1a khong nhiém
HIV. D6i voi khach hang nghi ngd
trong giai doan ctra s6 can xét nghiém
lai sau 3 thang. V&i khach hang thudc
nhom nguy co cao, hen xét nghiém lai
sau 6 thang.

Két qua khong xac dinh: Chua xac
dinh sy c6 mdt cua khang thé khang
HIV. Tu van, tra 101 két qua cho khach
hang 1a khong xac dinh tinh trang
nhiém HIV. Hen khiach hang xét
nghiém lai sau 14 ngay.

Két qua khang dinh dwong tinh: tu
van sau xét nghiém va khang dinh
khach hang nhiém HIV. Tra két qua va
chuyén giri khach hang dén co so diéu
tri HIV va céac dich vu phu hop khéc.

* Chan doén sém nhiém HIV & tré duéi
18 thang tudi

Thuc hién xét nghiém PCR phat
hién acid nucleic cua HIV (ADN/ARN)
dé khang dinh nhiém HIV cho tré dudi
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18 thang tudi. Thuc hién xét nghi¢m
khi tré 4 - 6 tuan tudi hodc ngay sau do
cang sém cang tot.

5/ Thudc diéu tri HIV/AIDS.

Hién nay, c6 rat nhiéu loai thudc
duoc st dung trong diéu tri HIV. Tuy
nhién, thudc c6 tac dung lam cham qua
trinh dién tién cta bénh, khong thé diéu
trj khoi hoan toan. Tré c6 thé can phai
xét nghiém mau mdi vai tudn hodc vai
thang dé kiém tra s luong virus. Xét
nghiém dé danh gia anh hudng cia
virus dén co thé cta tré nhu thé nio va
tién trién viéc diéu tri ra sao. Diéu tri
HIV/AIDS bao gom diéu tri ngin virus
phat trién. Thém vao d6 1a muc dich
phong ngtra nhitng nhiém tring ning
ma tré dé& cd nguy co mic phai.

Théng tin thuéc

6/ Loi ich ciia diéu tri ARV sém

Giam nguy co mic bénh va ti
vong lién quan t&1 HIV;

Dy phong lay truyén HIV tir
ngudi nhiém sang nguodi khic (ban
tinh/ban chich);

Dy phong lay truyén HIV tir me
sang con.

7/ Nguyén tic diéu tri ARV

Piéu tri ARV ngay khi nguoi
bénh duoc chan doan nhiém HIV; Phoi
hop ding cach it nhat 3 loai thudc
ARV; Pam bao tuan thu diéu tri hang
ngay, lién tuc, sudt doi.

Nguon: Quyét dinh sé 5418/0D-BYT, Ngay
01/12/2017 “Vé vigc ban hanh hwéng din
diéu tri va cham séc HIV/AIDS”

Théng tw s6 01/2020/TT-BYT, ngay 16/01/2020 vé viéc sira doi, bo sung mdt s
ndi dung hwéng dan ctiia Thong tw so 30/2018/TT-BYT

Diéu 1: Stra doi, bo sung nhw sau:

1. Sira d6i, bd sung ¥ thir chin diém d
khoan 1 Piéu 2 nhu sau: “Truong hop
co sO kham bénh, chira bénh thuc hién
dich vu ky thuat duoc cép c6 tham
quyén phé duyét thi dugc st dung
thudc dé thuc hién dich vu ki thuat do
(bao gdm ca nhiing thudc quy dinh tai
hang bénh vién cao hon). Co s& kham
bénh, chira bénh téng hop, giri danh
muc thudc cho co quan bao hiém xi hoi
dé 1am co so thanh toan.”.

Piéu 2. Sira doi, b6 sung tén thudc,
dwong dung, ghi chi cia mét sd
thuéc va mé rong hang bénh vién
ciia mot s6 thude tai Phu luc 01 Danh
muc thudc héa dwge, sinh phim
thu¢c pham vi dwgc hwéng cua

| Théng tin thuéc — Cinh gidc dwoc|

DS Ngé Viin Loi

ngwoi tham gia biao hiém y té ban
hanh kém theo Thong tu sb
30/2018/TT-BYT nhu sau:

3. Sira d6i, bé sung ndi dung ghi chi
ciia 16 thudc nhwr sau:

a) Sta d6i ndi dung ghi chu thube
Imatinib s thir ty 390 (cot s6 8) nhu
sau: “Quy bao hiém y té thanh toan
diéu tri bénh bach cau tiy man (CML)
hodc u mé6 dém da day rudt (GIST);
thanh toan 80%.”;

b) Stra ddi ndéi dung ghi cha thudc
Nilotinib s6 thir tr 391 (cot s6 8) nhu
sau: “Quy bao hiém y té thanh toan khi
diéu tri bénh bach cau tay man (CML)
khong dung nap hodc khang lai voi
thudc Imatinib; thanh toan 80%.”;
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c) B6 sung nodi dung ghi cha thubc
Lansoprazol sb thir tuw 670 (cot sb 8)
nhu sau: “Quy bao hiém y té thanh toan
theo chi dinh trong t& huéng dan sir
dung thudc kém theo hd so ding ky
thudc dd dugc cip phép hodc hudng
din chan doan va diéu trj cua Bo Y té
hodc chi dinh dy phong loét da day ta
trang, XUt huyét tiéu hoa tai da day, ta
trang do stress & bénh nhan hdi st tich

’,

cuc.”;

d) Stra d6i ndi dung ghi chi thubc
Omeprazol s6 tha tu 675, thudc
Esomeprazol s6 thd tu 676,
Pantoprazol s thtr tu 677, Rabeprazol
s6 thtr tr 678 (cot sé 8) nhu sau: “Quy
bao hiém y té thanh toan theo chi dinh
trong t& hudng dan st dung thubc kém
theo ho so dang ky thudc da dugce cap
phép hoic hudng din chan doan va
diéu tri cia BO Y té hodc chi dinh du
phong loét da day ta trang, xuat huyét
ti€u hoa tai da day, ta trang do stress &
bénh nhan hoi ste tich cuc.”;

d) Stra d6i ndi dung ghi cha thude Tinh
bot este hoa (hydroxyethyl starch), sd
thir tu 474 (cot s6 8) nhu sau: “Quy bao
hiém y té thanh toan diéu tri giam thé
tich tuan hoan do méit mau cip khi st
dung dich truyén don thuan khong cai
thién 1am sang; diéu tri diéu trj sdt xuat
huyét Dengue ning theo Hudng din
chan doan va diéu tri s6t xuat huyét
Dengue ctia BO Y t&.”;

e) Bo sung ndi dung ghi cha cua 03
thude, bao gém Atorvastatin sb tht tu
566, Fenofibrat s6 tha tu 571,
Simvastatin s6 thir ty 577 (cot sb 8)
nhu sau: “Poi voi tram y té xa, quy bdo
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hiém y té thanh todn theo hwdng dan
chan dodn va diéu tri réi loan lipid
mau ciia B Y 16.”;

g) Stra d6i ndi dung ghi cha thudc L-
Ornithin - L- aspartat s6 thtr tw 729 (cot
s6 8) nhu sau: “Quy bao hiém y té
thanh toan diéu tri bénh ndo do gan tu
giai doan 2 tro 1én theo hé théng phan
loai West Haven.”;

h) Sta d6i ndéi dung ghi cha thudc
Liraglutide, sd tht tu 787 (cot s6 8)
nhu sau:

“Quy bao hiém y té thanh toan 30%
cho nguoi bénh dai thao duong tip 2
dap (mg dong thoi céc tiéu chi sau:

- Trén 40 tudi, BMI > 23, mic dai thao
duong tip 2, ¢6 bénh 1y tim mach hoac
tang huyét ap;

- Khong kiém soat dudng huyét
(HbA1C>9) sau thoi gian 3 thang;

- Suy than noéng 46 CrCl < 359
ml/phut.”;

Piéu 3. Hiéu luc thi hanh.

Thong tu nay ¢ hiéu luc thi hanh ké tir
ngay 01 thang 3 nam 2020.

Piéu 4. Quy dinh chuyén tiép

Truong hgp nguoi bénh co6 thé bao
hiém y té vao noi tra sau ngay 31 thang
12 nam 2018 nhung trudéc ngay 01
thang 03 nam 2020 va con dang diéu tri
tal co s& kham bénh, chira bénh thi
thuc hién theo quy dinh tai Thong tu
s6 30/2018/TT-BYT cho dén khi nguoi
bénh ra vién; bao gém ca viéc ké don
thudc cho nguoi bénh ngay sau khi két
thuc viéc diéu tri ndi tra.
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THUOC KHANG HISTAMIN H;
DSCKI. Pang Xuan Dao
1. Phan loai:

Thuoe khalxlg I:\I istamin H, Thudc khang Histamin H,
co dién AV A e
thé hé mai

» Promethazin » Cetirizin

» Clorpheniramin » Fexofenadin

» Dexclopheniramin » Levocetirizin

» Alimemazin » Dexloratadin

» Diphenhydramin » Loratidin

» Cinnarizin

2. Uu va nhwoc diém:

Nhém thudc Uu diém Nhuwoge diém
Thuoc khing « Ré tién « Buon ngu ,
Histamin H; co * C6 kinh nghiém str dung * Tac dung ngan
dién * Ngoai diéu tri di tng con c6 | * Khang Cholinergic

tac dung chong say tau xe, | nhiéu
chong non

Thudc khang ) « It hoic khong buon ngu « Gay roi loan nhip tim
Histamin H; thé h¢ | Tac dung dai honth¢ hé I | « Tuong tac voi nhiéu
maoi * Khang Cholinergic it hon thé | thude

hé 1

* Khac phuc dugc nhuge diém
cac thudc thé hé c6 dién

3. Chi dinh, tac dung phu va chong chi dinh:

Nhém thude Co dién Thé hé méi

Chi dinh - Ngura, noi mé day, s6 mii, |- Ngua, noi mé day, $0
di ung thude. ... mili, di tmg thudc...
- Ho khan, chéng nén, say
tau xe

Tac dung phu - Kh6 miéng, tdo bon - Kho6 miéng, tdo bon (it)
- Budn ngt - Budn ng (it)
- Ha huyét ap thé dtng - Ha huyét ap thé dtng
- Tang nhin ap. dénh tréng
nguc

Chong chi Pinh - Man cam - Man cam
- Nguoi van hanh may moc | - Tré em dudi 12 tudi
- Tré em dudi 2 tudi - Suy gan
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Théng tin thuéc

4. Chong chi dinh mot s6 thube:

Thube

Chéng chi dinh

1. Alimemazin

- R6i loan chirc ning gan hodc than, dong kinh,
Parkinson, thiéu ning tuyén giap, u té bao wa crom,
bénh nhugc co, phi dai tuyén tién liét.

- Man cam v&i phenothiazine, c6 tién st mic bénh
glocom goc hep.

- Khong dung cho céac truong hop qua liéu do barbituric,
opiate va ruou. Khong dung khi giam bach cau , khi co
dot trudc day mét bach cAu hat.

- Khong dung cho tré em dudi 2 tuoi.

2. Dexclopheniramin
2mg

- Man cam véi thudc

- Nguy co glaucom g6 dong, nguy co bi tiéu do rdi loan
niéu dao, tuyén tién liét

- Tré em dudi 12 tudi va phy nit c¢6 thai, cho con bu

3. Promethazin

- Man cam véi thude, bénh nhan bi e ché manh véi
TKTW hodc trong tinh trang hon mé. Thudc e ché
MAUO.

- Tré em dudi 2 tudi

4. Clopheniramin

- Man cam véi thude

- Tang nhan ap goc dong, phi dai tuyén tién liét, tac co
bang quang, loét da day chit, tic mén vi - ta trang. Pang
1én con hen cép, Thude e ché MAO

- Nguoi cho con by, tré so sinh va tré thiéu thang.

5. Dexclorpheniramin
6mg

- Man cam véi thude

- Nguoi bénh dang con hen cép

- Nguoi bénh dang c6 triéu ching phi dai tuyén tién liét
- Glocom goc hep

- Téc ¢ bang quang

- Loét da day day chit, tic mon vi t4 trang

- Ngudi cho con by, tré so sinh va tré thiéu thang

- Thudc rc ché MAO

6. Fexofenadin 60mg

- Man cam véi thude, hodc voi terfenadin

7. Cinnarizin - Man cam véi thude
- R061 loan chuyén hoa porphyrin
8. Cetirizin - Phu nir ¢6 thai va cho con bl

- Nhitng bénh nhén c6 tién st di tng véi cetirizine hay
hydroxyzine.

9. Fexofenadin
120mg

- Man cam vo1 thuoc
- Tré trén 6 tudi ( trong ché do liéu)

10. Levocetirizin
10mg

- Man cam v&i cac thanh phan cua thudc hodc dan chat
Piperazin

| Théng tin thuéc — Céanh gidc dwoe |
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- Bénh than nang vo1 C1Cr <10ml/pht
11. Desloratadin 5mg | - Bénh nhan mﬁp cam voi lora‘gadin, desloratadin hoac
bat clr thanh phan nao cua thuoc.

5. Twong tac thudc

Thudc diung cung véi thudce khang Biéu hién tic dung
Histamin H;
- Ruou ethylic - Tang tac dung trung wong an than
- Thube ngu, thude 1am dju, an than ctia cac thude tre ché than kinh trung
kinh, thudc giam dau giy nghién. .. uong
- Thudc khang Cholinergic (atropin, - Tang tac dung khang cholinergic cia

scopolamin, thudc an than kinh, thudc | thude khang histamin H; (thé hé I)
chong tram cam 3 vong, rc ché¢ MAO,
thudc chong Parkinson, thudc chong co

that

- Ketoconazol, Macrolid, erythromycin, | - Uc ché enzym chuyén hoa cac thudc
Cimetidin, Ciprofloxacin. khang histamin H; & thé hé 2

- Thu6c khang acid chira nhom, - Giam hap thu Fexofenadin

magnesi.

6. Luu ¥ sir dung thudc chong di wng:
- St dung thudc sém nhat
- Céc thudc khang Histamin
thé hé 1 c¢d tac dung khdng mong
muén gay budn ngu; khéng nén
su dung khi van hanh may, lai tau
Xe

- Uu tién lua chon céc thudc u.
thé hé II dé han ché tdi da cac tac
dung khéng mong muén

- Thubc chi diéu tri triéu
chang chtr khong diéu tri nguyén
nhan, can phéi hop thém thudc
khac dé diéu tri nguyén nhan [
bénh A

- Céc thubc khang Histamin © o
cling c6 thé giy di tmg (ndi may |
day), can str dung thudc & liéu toi
thiéu theo khuyén cdo. )

Hinh théng tin thuéc

Nguén: To huwéng din sir dung thuéc
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MOT SO THUOC KHANG HISTAMIN H; THONG DUNG

1. Alimemazin

- Thanh phan: Alimemazin 5mg-

- Chi dinh: Dj ung ho hép ( viém
mili, hat hoi, s6 miii) va ngoai da ( may
dai, ngra). Mat ngi cua tré em va
nguoi lon.

- Liéu lrong:

Khéng dung cho tré dudi 2 tudi.

- Chita may day, san ngua.

+ Nguoi 16n: 10mg, 2 hodc 3 lan 1
ngay, tham chi t61 100mg modt ngay
trong nhitng trudng hop dai dang kho
chira.

Nguoi cao tudi nén giam liéu
10mg, ngay dung 1 — 2 lan.

+ Tré em > 2 tudi: dang bao ché
nay khong thich hop cho tré em trén 2
tuoi.

- Dung v&1 tdc dung khang
histamin, khang ho:

+ Nguoi 16n uéng 5 — 40mg/ngay,
chia nhiéu lan.

+ Tré em udng: dang bao ché nay
khong thich hop cho tr¢ em trén 2 tuoi.

- Dung dé gay ngu: ,
+ Nguoi 16n: 5 — 20mg, uong trudc
khi di ngu.

+ Tré em: dang bao ché nay khong
thich hop cho tré em trén 2 tudi.

- Tac dung phu: Phu thudc vao
lidu va thoi gian st dung, va chi dinh
diéu tri:

- Thudng gap: Mét méi, ué oai, dau
dau, chong mit.

- Nhe: Kho miéng, dom dac.

- It gap: Tao bon, bi tiéu. RSi loan
diéu tiét mat.

- Hiém gap:

Mé&u: Mat bach cau hat, giam bach
cau.

Tuan hodn: Giam huyét 4p, ting
nhip tim.

| Théng tin thuéc — Céanh gidc dwoe |
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Gan: Vién gan vang da do & mat.

Thén kinh: Triéu ching ng0a1 thap,
giat run parkinson, bon chén, rdi loan
truong luc co cap, roi loan van dong
mudn. Khoé miéng co thé gy hai ring
va men ring, cac phenothiazin co thé
lam gidm ngudng co giat trong bénh
dong kinh.

Hé hdp: Nguy co nging ho hap,
tham chi gay tor vong dot ngot da gap ¢
tré nho.

2. Cetirizin

- Thanh phén: Cetirizin 10mg

- Chi dinh:

+ Piéu trj triéu chimg viém mii di
tmg dai ding, viém mii di ung theo
mua. Bao gém hit hoi, s6 mii, ngla
mili, ngra mat, chay nudc mat va do
mat.

+ Piéu tri tribu ching may day
man tinh vo can & nguoi 16n va tré em
trén 12 tudi, viém két mac di ung.

- Cach dung & liéu ding:

Nguoi 16n va tré em trén 6 tudi 1
vién/ ngdy, uong 1 1an duy nhat.

Nguoi bénh ¢6 chirc nang than suy
giam, suy gan dung liéu 5mg/lan/ ngay.

- Tac dung phu:

°Thuong gap: Ngu ga, mét moi,
khd miéng, viém hong, chéng mat,
nhut dau, budn non.

oft gip: Chan an hodc ting thém
an, bi tiéu, do bung, ting tiét nude bot.

°Hiém gdp: Thiéu mau, tan mau,
giam tiéu cau, ha huyét ap ning, chong
phan v¢, viém gan, * mat, viém cau
than.
3. Cinnarizin

- Thanh phan: Cinnarizine 25mg

- Chi dinh:

+ Phong say tau xe
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+ R4 loan tién dinh nhu: Chong
mit, U tai, budn non, ndn trong bénh
Meéniere

+ R&i loan mach mau ndo va mach
ngoai vi khéc.

- Cach ding & liéu dung:

+ Udng thudc sau bira an

+ Luu y: khong dung thudc khi
dang lai xe, van hanh mdy moc Vién
nén

+ Liéu dung Phong say tau xe:
Nguoi 16n ubng 25mg, 2h trude khi di
tau xe.

+ Tré em5 — 12 tudi: % liéu nguoi
16n

+ R6i loan tién dinh Ngudi 16n 1
vién x 3 1an/ ngay Tré em tir 5-12 tudi
Ubng nira liéu nguoi 16n Cinnarizin

+ R&i loan mach ndo: liéu 75mg,
ngay 1 lan.

+ R&i loan mach ngoai Vvi: lidu
75mg/lan, 2-3 lan/ngay.

- Tac dung phu: Ngu ga, rdi loan
tiéu hoa, nhirt dau. ..

4. Chlorpheniramin

- Thanh phan:

Chlorpheniramin maleat 4 mg

- Chi dinh:

+ Viém miii di Ung, chdy nudc
milii, nghet miii, s6 mili.

+ Nhitng triéu chimg di tng khac
nhu: May day, viém két mac di ung,
viém da tiép xuc,ngtra, phtt mach, phu
Quincke, di tmg do thirc an, con trung
dét; ngua.

- Liéu dung va cach dung: Nguoi
16n va tré em trén 12 tudi: udng 1 vién
luc di ngt khong qua 6 vién/ngay.

- Tac dung phu:

+ Thuong gip: Ngi gi, an than,
kho miéng.

+ Hiém gap: chong mit, budn non.
5. Dexchlorpheniramin

- Dang thudc: Udng; vién nén
2mg va 6mg

| Théng tin thuéc — Céanh gidc dwoe |
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- Chi dinh:

Diéu tri triéu chimg cac biéu hién
di tng khac nhau: viém miii (theo mua
hay quanh nim), viém két mac, may
day, di g v6 can, di ung do thic an,
con trung dbt, nglra & nguoi bénh bi soi
hodc do thuy dau.

- Liéu dung va cach dung:

+ Nguoi 16n va tré em trén 12 tudi:
udng 1 vién (6mg)/ ngay. Toéi da 2
vién/ngay.

+ Tré em tir 6-12 tudi: Theo su
huéng dan cua thay thudc.

- Tac dung phu:

+ Thuong gap: HE TKTW: Ngu ga,
an than; Tiéu hoa: Kho miéng.

+ Hiém gap: Toan than: chong mat;
Tiéu hoa: budn nén.

6. Fexofenadin

- Vién nén 60mg, 120mg

- Thanh phan: Fexofenadine HCI

- Chi dinh:

+ Diéu tri cac triéu ching trong
viém mii di ing theo mua, may day,
man tinh vo cdn & nguodi 16n va tré em
trén 6 tudi.

- Cach dung & liéu dung: Dung
duong udng

Liéu dung Nguoi 16n va tré em trén
12 tudi: 1 vién x 2 lan/ngay.

Nguoi gia, nguoi suy than, tré em
trén 12 tudi 1 vién x 1 1an/ ngay. Puoc
chinh liéu theo chirc ning than.

7. Levocetirizin

- Dang thudc: Udng; vién nén Smg
va 10mg

- Thanh phan: Levocetirizin HCI

- Chi dinh:

+ Viém miii di Gmg theo mua, viém
miii dj Ung man tinh, hat hoi, chay
nuéc mii, nglra mii, chdy nudc
mat,mat d6, may day man tinh.

- Cach dung & liéu dung: udng
vao budi tdi
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Liéu dung Ngudi 16n va tré em trén
12 tudi: 1 vién/lan/ngay.

Bénh nhan suy than vua: CLCrr
30-40ml/phat: 2 ngay 1 vién.

Bénh nhan suy than nang: CLCrr
<10ml 30ml/phut 3 ngay 1 vién.

- Tac dung phu:

+Thuong gap: Toan than: ngu ga,
mét mdi; ti€u hda kho miéng,

+ [t gap: Toan than: suy nhuoc;
Ti€u hoa: dau bung.

+ Hiém gap: qua man, choang phan
vé, budn ndn, kho thd, viém gan, danh
trbng nguc, dau co, may day.....

8. Desloratadin

- Dang thudc: Udng; vién nén 5mg
va 10mg

- Thanh phan: Desloratadin

- Chi dinh:

+ Bénh viém miii di rng: lam giam
cac tri€u chirng cuia bénh viém mii di
ung (theo mua va man tinh) & bénh
nhan 12 tudi trd 1én: hat hoi, nhay mili,
ngua, nghet mii, kem kich tng mat,
chay nudc mat va dé mat.

+ Bénh may day tu phat man tinh:
Lam giam cac tri¢u chimg ngura, ban do
cho bénh nhan tir 12 tudi trd 1én mac
bénh may day tu phat man tinh.

- Liéu dung va cach diung: Thudc
khong phu thudc vao btra an

+ Nguoi 16n va tré em trén 12 tudi:
1 vién x 1 lan/ngay

+ Bénh nhan suy gan, suy thén:
lidu khoi dau 1a 1 vién/ngay, udng cach
ngay.

- Tac dung phu:

+Thuong gap:

R&i loan hé than kinh: Dau dau
Réi loan tiéu hoa: Kho miéng
Réi loan chung: Mét moi

+ Hiém gap:

Réi loan tam than: 4o giac.

| Théng tin thuéc — Céanh gidc dwoe |
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R&i loan hé than kinh: chéng mat,
budn nga, mat ngt, tAm than hiéu dong
thai qua, co giat.

Réi loan tim: Nhip tim nhanh, danh
trong nguc.

Réi loan tiéu hoéa: Pau bung budn
ndn, non, ti€u chay.

Réi loan gan mat: Ting enzym
gan, vang da....

9. Promethazine

- Dang thubc: Tiém; bng 50
mg/2ml, Udng; vién 15mg

- Chi dinh:

+ Piéu tri hd tro cac phan ung
phan v¢

+ Thudc ¢6 thé dung an than trudce
va sau khi mo

+ Gay mé va can thi¢p ngoai khoa:
Phong ngtra va kiém soat ching budn
non va non di kém véi gdy mé va/hodc
xuét hién sau khi mo.

+ H6 trg giam dau sau khi mo.

- Liéu dung va cach dung:Tiém
bap hoic tiém tinh mach

+ Liéu thong thuong 1a 25-50mg
tiém bap sau, hodc trong trudong hop
khan cap tiém tinh mach cham (t6i da
25mg promethazin/phut) sau khi pha
loang dung dich 25mg/ml den 10 lan
thé tich ctia n6 bang nudc cat pha tiém
ngay trude khi st dung.

- Liéu dung va cach dung:

+ Liéu tiém tbi da 100mg

+ Ngudi gia: Khong co lidu khuyén
c4o cu thé.

+ Tré em: 6,25-12,5 cho tré em tur
5-10 tudi, tiém bap sdu. Khong dung
thudc nay cho tré em dudi 2 tudi.

+ Kiém soat chimg nén va chéng
non: chi dung khi non lién tuc da xac
dinh dugc nguyén nhan.

+ Nguoi 1on: 12,5-25 mg/lan mdi
4-6 gid, tiém bap néu can.

+ Tré em: 0,25-0,5 mg/kg, moi 4-6
g0
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An than trude va sau khi mo, ké
ca phéu thuat san khoa hodc hd tro
giam dau sau mo:

+ Ngudi 16n: 25-50 mg/lan

+ Tré em: 12,5-25 mg/kg

Khi Promethazin dugc dung ho
trog giam dau cho opiat, thuong gidm
lidu cua cac thude giam dau.

- Tac dung khong mong mudn:

+ R&i loan mau va bach huyét:
Giam bach cau, tiéu cau..

+ R6i loan hé mién dich: May day,
ban da, nglra

+ Roi loan hé chuyén hoa va dinh
dudng: Chan an

+ R&i loan tdm than: Mét mdi, lo
lang, 40 giéc.
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Théng tin thuéc

+ R&i loan hé than kinh trung
vong: Run, ngu ga, nhin mo...

+ R&i loan mit: Nhin md, nhin doi

+ Réi loan tai va mé dao: U tai

+ Réi loan tim: Panh trong nguc,
loan nhip tim, nhip tim nhanh

+ Réi loan mach: Tang hoic giam
huyét ap,ngat

+ R&i loan ho hap nguc va trung
that: Hen , nget mili, khé tho

+ R&i loan tiéu hoa: Non , buodn
non, kho miéng

+ Rdi loan gan mat: Vang da

+R6i loan da va mo dudi da: Ban
da, viém da

+ Réi loan than va tiét niéu: Bi tiéu

Nguon: To hwéng din si dung thuéc
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Canh giac dwoc

EMA (Co quan quan ly Dugc pham Chau Au)
Gidi han st dung cac thuoc chira khang sinh fosfomycin

EMA khuyén cdo chi nén sir
dung cac thudc chira fosfomycin truyén
tinh mach (nho giot) dé diéu tri nhiém
khuan ning khi cac khang sinh khac
khong phit hop. Co thé tiép tuc sir dung
cac thudc chira fosfomycin duong uéng
trong diéu trj nhiém khuan bang quang
khong phire tap ¢ phu nir va tré em gai
vi thanh nién. Cac thudc nay ciing duogc
stt dung dé dy phong nhiém khuan khi
sinh thiét tuyén tién liét & nam gidi.
EMA ciing khuyén cdo thém khong nén
sit dung fosfomycin dang ubng cho tré
dudi 12 tudi va dang tiém bap vi dir
liéu hién c6 chua du dé chung minh
hiéu qua diéu trji. Cac khuyén co dudi
day dya trén danh gia cia Uy ban cac
san pham thudc dung trén nguoi
(CHMP) vé an toan va hiéu qua cta cac
thude chira fosfomycin.

Fosfomycin dugc phat minh vao
nam 1969, tuy nhién sau do, viéc su
dung khang sinh nay gidm di nhanh
chong do cac khang sinh thay thé co it
tac dung phu hon. Mot phén do han ché
st dung, fosfomycin hién van c6 hoat
tinh chong lai mot sé vi khuan da dé
khang vé1 cac khang sinh thuong dung
khac. Diéu nay dan dén sy gia ting st
dung fosfomycin trong nhitng nim gan
day ¢ bénh nhan co6 it sy lya chon diéu
tri nhiém khuan.

Panh gia cia CHMP nham xéc
dinh vi tri cia fosfomycin trong cac
phac dd diéu trj nhiém khuén, dya trén
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bang chimg méi nhat. CHMP két ludn
nhu sau:

- Hién nay, fosfomycin dudng
tinh mach chi nén dugc str dung trong
diéu tri nhiém khuin nghiém trong
viém nodi tim mac do vi khuan, viém
phdi mic phai tai bénh vién bao gdbm
viém phoi thd may, nhiém khuan huyét,
viém mang nio do vi khuan hoic
nhiém khuan khé diéu trj nhu nhiém
khuan 6 bung c6 bién ching, nhiém
khuan duong tiét niéu phirc tap, nhiém
khuan xuong, khdp, nhiém khuan da va
mod mém c6 bién chung.
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- Co thé tiép tuc s dung
fosfomycin dudng ubng dé diéu tri
nhiém khuan tiét niéu khong phuc tap &
phu nir va tré em gai vi thanh nién.
Coém fosfomycin (chtra fosfomycin
trometamol) ciing co thé tiép tuc su
dung du phong nhiém khuan khi sinh
thiét tuyén tién liét & nam giéi. EMA
yéu cau cac cong ty cung cp thém dir
liéu dé thuyét phuc viéc tiép tuc su
dung fosfomycin trometamol va calci
fosfomycin duong udng.
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- Ngung luu hanh fosfomycin
duong tiém bap va cém fosfomycin cho
tré em (2g) do khong cé bang chung 16
rang vé hiéu qua cua thudc khi str dung
cho chi dinh hién tai
Théng tin danh cho can b y té
EMA khuyén cdo vé cach st dung
khang sinh fosfomycin theo cic dang
dung khac nhau nhu sau:

Fosfomycin dwong tinh mach

Hién nay, fosfomycin duong tinh mach
chi nén dugc st dung dé diéu tri cac
bénh nhiém khuan nghiém trong khi
cac khang sinh khac khong phu hop
bao gom viém ndi tim mac do vi
khuan, viém phoi mac phai tai bénh
vién bao gém viém phdi thd may, viém
mang ndo do vi khuan hodc nhiém
khuan kh¢ diéu tri nhu nhiém khuan 6
bung c6 bién ching, nhiém khuan
duong tiét niéu phic tap, nhiém khuan
xuong, khép, nhim khuin da va mo
mém c6 bién ching, nhiém khuan
huyét co6 lién quan dén cac nhiém
khuan ké trén.

Fosfomycin dwong uéng

Com pha hdn dich fosfomycin
trometamol 3g va vién nang chura calci
fosfomycin dudng udng cé thé tiép tuc
duogc st dung dé diéu trj viém bang
quang cap, khong bién chimg & phu nir
va tré em gai vi thanh nién. Dé cac ché
pham chira calci fosfomycin tiép tuc
dugc luu hanh, EMA yéu ciu cong ty
cung cap thém bang chimg vé loi ich va
nguy co khi sir dung céc ché pham nay.

Fosfomycin trometamol ciing c6
thé tiép tuc duoc dung dé du phong
nhiém khuan khi sinh thiét tuyén tién
li¢t qua duong truc trang & nam gioi.
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Canh giac dwoc

EMA ciing yéu cau cung cip thém
thong tin dé hd trg dua ra khuyén céo
vé liéu cho chi dinh nay.

Fosfomycin khong con dugc chi
dinh diéu tri nhiém khuan tiét niéu & tré
em va dang ché phim cdm 2g danh cho
tré em cling s€ bi ngung luu hanh trén
thi truong.

Fosfomycin tiém bép

Cac ché pham fosfomycin dang tiém
bap s& bi nging luu hanh do khong du
bang chung chimg minh hiéu qua cia
thudc.

Thong tin vé san pham c6 chia
fosfomycin s€ dugc cap nhat theo yéu
cau dé bac si diéu tri can nhic cac
khuyén c4o khi st dung thude.

Thong tin danh cho bénh nhan

- Hién nay, khang sinh
fosfomycin tiém tinh mach chi dugc st
dung dé diéu tri nhiém khuan nghiém
trong khi cac khang sinh khac khong
con hiéu qua, bao gébm nhiém khuan
viém nodi tim mac do vi khuan, viém
phdi mic phai tai bénh vién bao gdm
viém phoi thd may, nhidém khuan huyét,
viém mang ndo do vi khuan hoic
nhiém khuan khé diéu tri nhu nhiém
khuan 6 bung cé bién chung, nhiém
khuan duong tiét niéu phirc tap, nhiém
khuan xwong, khép, nhiém khuéan da va
md mém co bién chimg.

- Fosfomycin dang com ding
duong udng sé& tiép tuc dugc s dung
dé diéu tri nhiém khuan bang quang
khong phtic tap ¢ phu nit va tré em gai
vi thanh nién va st dung du phong
nhiém khuan khi sinh thiét tuyén tién
li¢t cho nam gioi.
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- Mot s6 ché phim chua
fosfomycin (dang dung dich tiém bap
va dang cém cho tré em) s& sém khong
con dugc luu hanh do khong du dir li¢u
vé hiéu qua cua thudc.

Canh giac dwoc

- Néu c6 bat ky cau hoi nao vé
viéc diéu tri, hay lién hé véi bac si hoac
duoc si.

Nguén: Trung tim DI&ADR Quic gia

FDA: Ngay 28/5/2020, Cong ty Apotex Cord. thong bdo tw nguyén thu hoi vién
nén Metformin Hydrochlorid 500 mg giai phong kéo dai vi phat hién chira
NDMA

Apotex Corp dang tu nguyén thu
hoi tit ca cac 16 vién nén Metformin
Hydrochlorid gidi phong kéo dai 500
mg & muc do ban 1€. Apotex dugc FDA
thong béo vé két qua kiém nghiém mot
16 thudc Metformin Hydrochlorid giai
phéng kéo dai 500 mg cho thdy 16
thudc nay chia ham luong NDMA
vuot quéd ngudng cho phép. FDA
khuyén cdo thu hoi 16 d3 dugc kiém
nghiém nay. Apotex Corp tuan theo
khuyén cdo thu hoi 16 thudc trén cua
FDA, dong thoi cong ty cing mo rong
thu hoi tat ca cac 16 vién nén cia ché
pham nay nhu bién phap than trong.
Apotex dd ngimg ban ché pham nay tai
Hoa Ky tur thang 2/2019, va hién chi
con mot sd it san pham trén thi truong.
Pén nay, Apotex chua nhan duoc bat
ky bao céo phan tng c6 hai lién quan
dén st dung ché pham nay.

NDMA duogc phan loai nhu chét
gy ung thu cho ngudi duya trén két qua

thr nghiém trong phong thi nghiém.
NDMA 1a chat c6 trong méi trudng va
duoc tim thay trong nudc va thuc pham
nhu thit, ché phém bd sung va rau.

Vién nén Metformin
Hydrochlorid giai phong keo dai la
thudc ké don duong uoéng nhu liéu
phéap bd sung cung véi diéu chinh ché
do an va luyén tap dé cai thién kiém
soat duong huyét & nguoi 1on va tré em
tir 10 tudi tré 1én mac dai thao dudng
tuyp 2.

Ché pham bi anh huong da duoc
phan phdi toan qudc. Apotex Corp.
dang tién hanh thu hoi tir cac co so ban
budn, ban le thong qua thu thong bao
thu h01 gui qua mail va sap x€p nhan
lai tAt ca ché pham bi thu hdi.

Céc co sO ban budn, phan phdi
va ban 1é can tra lai san pham bi thu hoi
vé noi da nhap thudc.

Nguy co viem mach khi sir dung dabigatran (Pradaxa)

Thong tin cap nhat

Trong thoi gian ra soat (tu
14/11/2019 dén 14/5/2020), Trung tAm
theo doi1 phan g c6 hai New Zealand
(CARM) khoéng nhan dugc thém bao
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cdo xay ra phan tmg viém mach khi su
dung dabigatran.

Medsafe (Co quan quan Iy Y té
New Zealand) sé tlep tuc ra soat van dé
ndy qua hé théng canh giac duogc
thuong quy. Loi ich cta dabigatran van
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dang vuot trdi nguy co, do d6é khong
can tién hanh thém cac bién phap quan
1y méi trong thoi diém nay.

Théng tin vé nguy co ¢6 hai

Két thic viéc ra soat thong tin tir
14/5/2020.

Medsafe nhin mach nguy co
viém mach khi st dung dabigatran
nham khuyén khich bdo cido va ting
cudng thong tin vé nguy co c6 hai tiém
an nay.

Nguy co nay duoc chil ¥ dén sau
mot bao cao dugc ghi nhan béi CARM.
Bao céo nay mo td mot bénh nhan nam
60 tudi, tién trién ban da do viém mach
trén hai chan khoang 1 thang sau khi
bat dau diéu tri bang dabigatran. Bénh
nhan nay cling st dung dai han mdt $6
thudc khéc. Chan dodn xac dinh 1a
viém mach qua man. Sau khi nging
dabigatran, ban da giam dan. Bénh
nhan duoc bao céo 1a hdi phuc.

Thong tin vé ché pham

Pradaxa — NSX: Boehringer
Ingelheim Ltd

Dabigatran dugc chi dinh dé du
phong dot quy, thuyén tic hé thong,
huyét khéi tinh mach, 1am giam ti 18 tir
vong do bénh 1y mach mau va diéu tri
thuyén tic tinh mach siu cap tinh
va/hodc tic mach phéi.

Thoéng tin thém

T nam 2012 tinh dén ngay
30/9/2019, ¢6 4 bao cdo mo ta nghi ngd
viém mach hoac ban da do viém mach
khi st dung dabigatran dugc ghi nhan
tai New Zealand.

Viém mach (vasculitis) 1a mdt
thuat nglr nghia rong mo ta tinh trang
viém ctiia mach mau. C6 nhiéu dang
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| 30 hard capsules

Canh gidc dwoc

viém mach khac nhau vé1 cac mac do
nghiém trong khéac nhau, dugc phan
loai dua trén kich thudc mach mau bi
viém.

Viém mach do thudc thudng tac
dong 1én da va lién quan dén mach méau
kich thudc nho hodc trung binh. Biéu
hién 1a cic tri€u ching toan than kéem
v6i cac ton thuong da. Cac co quan va

. Pradaxa°
75 mg

h 30 hard capsules

Pradaxa°
110 mg

= hringer
Boehringer (IHD E:);e]}r,e.m

mo khac nhu than va phoi ciing ¢ thé
bi anh huong.

Hién nay, viém mach chua dugc
dé cap trong danh sach cac phan tng co
hai trong to thong tin san pham tai New
Zealand. Medsafe cong bd viéc ra soat
thong tin nham khuyén khich can bo y
té va ngudi bénh bao céo cac trudng
hop viém mach lién quan dén sir dung
dabigatran.

Bao cao

Medsafe s& tiép tuc ra soat van
dé nay va cdp nhat thong tin cho can bo
y té va nguoi st dung khi can thiét.

Medsafe khong thé dua ra
khuyén cao cho tinh trang stic khoe cta
mot ca nhan don 1é. Medsafe khuyen
khich viéc trao d01 v6i can bo y té néu
ban c6 lo ngai vé thudc dang sir dung.
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WHO khuyén c4o0 5 diém can hru y khi sir dung thuoc khang sinh

1. Khang sinh khong dung dé diéu tri cac bénh do virus gay ra nhw cam, cim.
2. Khéng dung khang sinh con lai cho lan sir dung sau.

3. Dung khéang sinh ding thoi diém.

4. Hay gitr khang sinh cho riéng minh.

5. Hay thye hién cac buée don gian dé phong chéng nhiém khuan.
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Khéng thudc khang sinh dién ra khi vi khudn thay déi va tré nén khang véi 4 -
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Khang thudc khang sinh dién ra khi vi
khudn thay d6i va trg nén khang voi
khang sinh d3 sir dung @& chira tri lay
nhiém do chiing gay ra.
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Ngudi bénh tiép xic ve Vi khe én Vikhudn khang thusc lan
bénh vién hadc phong kham n a truyén 6én cdng ddng
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