BENH VIEN DA KHOA CA MAU
KHOA DUQC ,
DUQ'C LAM SANG & THONG TIN THUOC

Ban tin
THONG TIN THUOC

SO 1 — NAM 2025




NOI DUNG

Tong két bao cao ADR nam 2024
Cac yéu toé nguy co ngd doc Colchicin

Tang cwdng canh bao doi véi khang sinh
nhéom Fluoroquinolon

Hau qua khi str dung qua lieu Metformin

Than trong khi st dung Methotrexat dwong
uong

Mot sé diém tin dang cha y tir ban tin Health
product infowatch 01/2025

Poc tinh cua Aciclovir va Valaciclovir trén
bénh nhan suy giam chirc nang than

Nguy co ha phosphat mau khi str dung sat
dwong tinh mach

Cap nhat canh bao dac biét vé tac dung
khong mong muon trén tdm than kinh khi st
dung montelukast



TONG KET BAO CAO ADR NAM 2024
Théng tin vé cac khoa, phong bao cao ADR

| STT | Khoaphong | Sélwongca ADR

1| Khoa Chén thuwong chinh hinh 11
| 2 | Khoa Ndi tiéu héa 14
| 3 | Khoa Nhiém 06
4 Khoa Loc mau 01
| 5 | Khoa Nai tim mach 03
6 Khoa Héi strc tich cwe — chdng déc 01
Khoa Gay mé hdi strc 06
| 8 | Khoa H6 hap lao 07
| 9 | Khoa Noi tiét 03
m Khoa Ngoai tdng hop 02
in ] Khoa Dich vu 02
| 12 | Khoa Tam than 01
13 | Khoa Rang Ham Mt 02
| 14 | Khoa Ngoai than kinh 02
15 | Khoa Huyét hoc Iam sang 01
| 16 | Khoa Cép ctu 01
Khoa Néi than kinh 01
| 18 | Khoa Tai mii hong 02
Téng hop cac thudc nghi ng® xuat hién ADR

Ta at Puc Ti
E R Y
xuat hién dunc 1é %

- Bacsulfo 2g Cefoperazon 1g + 05 Tiem /6%
" 1| Basultam 2g Sulbactam 1g 01 Tiém 1.5%

Ceftriaxone , Tiém/Tiém 10.6%
n 1000 Ceftriaxone 1g 07 e
n Cefopefast 2000 Cefoperazone 2g 06 Tiém 9.1%
. , Tiém 4.5%
Valbivi 1g Vancomycin 1g 03 e
. 6.1%
n Claminat 1.2 Amoxicilin 1000mg + 04 . ’
Acid Clavulanic 200m Tiem 0
'/ Midantin 1.2g c 9 02 3.0%

Ampicilin 1g + . 3.0%
' Ama-Power SlbeEm C5 02 Tiém



Ta b
Tén thudc an suat u’o’ng Tilé %
xuat hién

n Meloxicam 15mg/1.5ml

n Brosiral 15mg/1.5ml

n Dexamethasone

n Levobupi-BFS 50mg
Thwe phadm chirc ndng
Yuan Bone

m Sandostatin

n BFS- Hyoscin 40mg/2ml

Haloperidol 0,5%

n Imipenem Cilastatin Kabi
Levogolds (750/150)
Vinterlin

"1 Midantin 875/125

" 2| Vigentin 875mg/125mg
m Medoclav 1g

m Cifga

m Vinphacine

ﬂ Ciprofloxacin
200mg/100ml

" ]| Ciprobid 400mg/200ml

Haemostop 250mg/5ml

Opiphine 10mg/ml

Conoges 200

m Ceftazidime 1g

m Dobutamine 12,5mg/ml

m Degas 8mg/4ml

m Piperacillin 2g

m Propranolon 40mg

Omnipeque 300mg/ml

Bivelox IV 500mg/100mi
m Voltaren 75mg/3ml
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n Pethidin-Hameln 50mg/ml  Pethidin 100mg

Meloxicam 15mg

Dexamethason

phosphat 4mg/1ml

Levobupivacain
50mg

Octreotide
Hyoscin
butylbromid
Haloperidol
Imipenem +
Cilastatin
Levofloxacin
Terbutalin

Amoxicilin + Acid
Clavulanic

Ciprofloxacin
Amikacine

Ciprofloxacin

Acid Tranexamic
Morphin
Celecoxib
Ceftazidime
Dobutamine
Ondansetron
Piperacillin
Propranolon
lohexol

Levofloxacin

Diclofenac

01

01

03

01
01
03
01
01

01

01
01
01
02
01

01
02
01

01
01
01
01
01
01
01

01
03

Tiém
Tiém

Tiém

Tiém truyén
Tiém

Tiém truyén

Tiém
Uéng
Tiém
Tiém truyén
Tiém
Tiém truyén
Ubng
Tiém
Tiém truyén

Tiém

1.5%
1.5%

1.5%
1.5%

4.5%

1.5%

1.5%
4.5%

1.5%
1.5%

1.5%

1.5%
1.5%
1.5%
3.0%
1.5%
1.5%

3.0%
1.5%

1.5%
1.5%
1.5%
1.5%
1.5%
1.5%
1.5%
1.5%

4.5%
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2. Nhan xét:

- Bwdng dung xuat hién ADR chi yéu la dwong tiém/tiém truyén chiém
ti 1& 88%, dwdrng udng chiém ti 1& 12%

- Cac nhém thubc nghi ng® xuat hién ADR la khang sinh (66.40%),
nhém thudc gidm dau (15%), nhém thude khac 18.6 %

- Trong tbng sb 66 ca xuat hién ADR thi hdu hét cac ADR c6 biéu hién
cda phan wng di ’ng véi mirc dd nhe va vira, cé 07 trudng hop co biéu
hién cla phan &ng phan vé dd Il (Biéu hién adr: mét, kho thé, nén 6i, co
giat, mach nhe, huyét ap gidm, SpO, giam), 03 trwdng hop dwoc chan
doan nghi ng® ngd ddc thudc té (Thudc Levobupi-BFS 50mg - Biéu hién
adr: lo mo, t& méi va tay 2 bén, dang miéng, dau dau, mach nhe, huyét
ap tang, SpO, giam ), 01 trwérng hop cé biéu hién cha phan tng phan
vé dé Il (Thuéc khang sinh Ama-Power - Biéu hién adr: Bénh vat va,
tiép xdc cham, da tai; mach: 0, huyét ap: 0, th& co kéo, tim khédng nghe
dwoc, bung mém)

3. bé xuat va kién nghi:

- Khuyén khich tang cuwéng bao cao ADR tir cac khoa lam sang ké ca
cac trwdng hop nhe hoac nghi ng¢. Vi muc dich va y nghia cla viéc
bao cao ADR la cung cép théng tin vé cung hivu ich dé tiép tuc danh gia
mot cach toan dién hon vé cac nguy co tiém an cua thudc khi lwu hanh
trén thi trwvong.

- Tang cwdng quan tdm viéc khai thac ky tién s bénh nhan khi moi
nhap vién va giam sat nhirng bénh nhan cé nguy co cao, lwu y khi st
dung nhirng thudc co ty 1& gap ADR cao d&c biét Ia nhém thube khang
sinh dung dwdng tiém/tiém truyén... nham muc dich ngdn ngtra va han
ché mwre thap nhéat xay ra ADR.

CAC YEU TO NGUY CO NGO bOC COLCHICIN
Tai cudc hop 12/2024, Ho6i ddong phan
ing c6 hai cta thudc (Medicines Adverse
Reactions Committee) da tién hanh phan
tich 02 bao cdo ca vé ngd ddc colchicin.
Trén co s& do, hoi dong khuyén céo bac
sT can dac biét lwu y vé mot sb bénh ly
mac kém va twong tac thudc khi ké don
colchicin cho bénh nhan.
DAu hiéu va triéu chirng ngd déc colchicin
Colchicin 1a thubc c6 khoadng diéu tri hep, khac biét gitra liéu diéu tri va
liéu gay doc chwa xac dinh ré rang. Ngd ddc colchicin ¢o ty 1& t& vong
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cao. Thoi gian khéi phat ngd déc colchicin thwdng kéo dai 2-12 gior ké
tr khi st dung qua liéu colchicin dén khi xu4t hién cac diu hiéu trén
dwong tiéu héa. DAu hiéu ban dau cta ngd doc cé thé cdm giac néng
rat miéng, hong, khé nuét, sau d6 budn nén, nén, dau bung, tiéu chay
xuat huyét. Ngoai ra, doc tinh trén tim mach cé thé xuat hién & bat ky
thei diém nao sau khi dung thubc, ddc trwng tang troponin mau va co
tién lwong lam sang xau. Khodng 24-72 gid sau khi qua liéu, co thé
xuat hién triéu chirng suy da tang, gém: doc tinh trén than kinh trung
wong, e ché tly xwong, tén thwong gan, than va suy hé hap. To
vong ¢6 thé xay ra do hau qua cla suy hd hap, loan nhijp tim, truy tim
mach hodc nhiém trung huyét. Hién nay chua cé thudc giadi doc dac
hiéu cho colchicin. Theo Trung tdm Chéng ddc Qubc gia New Zealand,
xt tri ngd déc colchicin cip chl yéu dung than hoat tinh hoac rira rudt
trong vong 2 gid sau khi udng colchicin nham han ché hap thu
colchicin. Ngoai ra can can nhac cac bién phap diéu tri hé trg nhw
dung G-CSF (yéu t6 kich thich dong bach cau hat tai t& hop) dé gidm
nguy co nhiém trung huyét do gidm bach cau trung tinh b&i colchicin.
Yéu t6 nguy co ngd doc colchicin
Suy than
Khoang 10-20% liéu colchicin dwoc bai tiét qua nuwdc tiéu, do d6 suy
than cé thé lam gidm dd thanh thai va kéo dai thoi gian ban thai cla
colchicin. Hiéu chinh liéu theo dd thanh thai creatinin ctia bénh nhan
- Cler < 50 mL/phut — Gidm ntra liéu colchicin
- Cler < 10 mL/phut — Chéng chi dinh dung colchicin
Yéu t6 nguy co ngd doc colchicin
Suy than
Khoang 10-20% liéu colchicin dwoc bai tiét qua nuwdc tiéu, do d6 suy
than cé thé lam gidm dd thanh thai va kéo dai thoi gian ban thai cla
colchicin. Hiéu chinh liéu theo dd thanh thai creatinin ctia bénh nhan
- Cler < 50 mL/phut — Gidm ntra liéu colchicin
- Cler < 10 mL/phut — Chéng chi dinh dung colchicin
Suy gan
Colchicin dwoc chuyén héa qua gan. O bénh nhan suy gan, can nhac
gidm liéu dung 1 1an hodc tdng liéu/ngay, hay kéo dai khoang cach
dwa liéu colchicin. D&c biét, colchicin bi chéng chi dinh & bénh nhan
suy gan mwrc do nang.
Bénh nhéan cao tudi
Bénh nhan cao tudi thuwéng suy gidm chirc nang than va st dung dong
th&i nhiéu thubc co thé twong tac véi colchicin. Can nhac cac
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liéu phap diéu tri thay thé & bénh nhan cao tudi cé thé trang nhé (dwéi
50 kg) hoac mac kém bénh ly suy gan, suy than

Twong tac thuéc

Cac thubc trc ché P-glycoprotein (P-gp) hodc cytochrome P450 3A4
(CYP3A4) c6 thé gay tdng néng dd colchicin trong huyét twong, dan
dén tang nguy co ngd dodc colchicin. Mot sb thude cé thé twong tac voi
colchicine gém: thuéc khang nadm azol (itraconazol, fluconazol,
ketoconazol), khang sinh macrolid (clarithromycin, roxithromycin,
erythromycin), thudéc chen kénh calci (diltiazem, verapamil),
amiodaron, ciclosporin.

Colchicin chéng chi dinh & bé&nh nhan suy gan hoac suy than va dang
st dung cac thudc rc ché manh P-gp hodc CYP3A4. Bénh nhan cé
chirc nang gan/than binh thwérng nhwng dang st dung cac thubc e
ché manh P-gp hodc CYP3A4, can hiéu chinh liéu colchicin va theo
dbi cac tac dung khéng mong muébn lién quan dén colchicin.

R&i loan huyét hoc (gidm bach cau, gidm tiéu cau) do colchicin c6 thé
nghiém trong hon khi dung déng théi hodc gan day cé st dung mot sé
thuéc gay réi loan huyét hoc hodc suy tiy xwong nhw thubc khang
viém, thubc &rc ché men chuyén, carbamazepin, clozapin, methotrexat,
hodc thuéc chéng trdm cadm ba vong.

Colchicin cling c6 thé lam tdng nguy co xuat huyét & bénh nhan dang
st dung cac thubc cé anh hwédng dén qua trinh déng mau nhw thubc
chéng déng.

Khuyén cao cho nhan vién y té

- Banh gia chirc nang gan, chirc nang than, dd tudi va cac thudc dung
ddng thoi ctia bénh nhan trwdc khi khéi tri va trong subt qua trinh diéu
tri v&i colchicin.

- Gido duc bénh nhan vé nguy co ngd déc va cac diu hiéu nhan biét
s&m cua ngd déc colchicin.

- Nglrng colchicin ngay 1ap t&rc va x& tri phu hop khi xuét hién cac dau
hiéu ngd dodc colchicin. Ngirng diéu tri colchicin it nhat 3 ngay sau khi
gap céac tac dung khdng mong muén trén tiéu hoéa.

- Lwu y bénh nhan vé thdi diém va cach dung colchicin dé& gidm nguy
co dung qua liéu hodc s dung colchicin ngoai chi dinh dwoc cip
phép (vi du: diéu tri con dau cip tinh khéng lién quan dén bénh gout).
- Lwu y vé cach bdo quan va tiéu hay thubc an toan, dac biét déi voi
bénh nhan co tré nho.

Nguédn: https://medsafe.govt.nz/profs/PUArticles/PDF/Prescriber-Update-46-No.1-March-2025.pdf
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TANG CUONG CANH BAO bOI VOI
KHANG SINH NHOM FLUOROQUINOLON

Fluoroquinolon  (ciprofloxacin,
norfloxacin va moxifloxacin) la
. cac khang sinh phd rong duoc
Fluoroquinolones . chi dinh cho cac nbiém khuan

L do cac chang vi khuan con nhay

ol , cam va chi nén s dung khi
M khéng c6 Iwa chon diéu tri khac
phu hop

Céc canh bao chi tiét hon vé mot sd phan (rng cd hai nghiém trong
dang dwoc cap nhat bd sung vao t& thdng tin san pham cua tat ca cac
ché pham fluoroquinolon dwdng ubng va duwéng tinh mach, bao gém:
- Run, bon chdn, chdng mat; do giac hoac co giat (hiém gap)

- Tén thwong gan: viém gan va dit gan.

- Réi loan tam than: nhw 1G 1an, lo 4u hodc tram cam.

Mac du hiém gap nhwng cac tac dung khéng mong mudn nay cé thé
gay tan tat va cé thé khdng hdi phuc trén bénh nhan. Ching cé thé
xay ra & bat ky do tudi nao ma khéng can cé yéu té nguy co twr truéc.
Ngoai ra, cac phan &ng c6 hai nay cé thé xay ra déng thoi trén mét
bénh nhan. Cac phan (rng trén than kinh va tam than co thé xuét hién
ngay sau liéu khang sinh dau tién.

Nhirng canh bao cap nhat nay khong ap dung cho fluoroquinolon
dang nhd méat ho&c nhé tai

Khuyén nghi danh cho nhan vién y té

- Nhan thire rd vé nhivng phan rng c6 hai nghiém trong tiém an khi
chi dinh fluoroquinolone

- Ké don khang sinh fluoroquinolon phu hop vé&i hwéng dan diéu tri

- Canh bdo bénh nhan vé cac dau hiéu cta phan *ng c6 hai nghiém
trong khi diéu tri voi khang sinh nhém fluoroquinolon va khuyén céo
lién hé nhan vién y t& dé dwoc x tri kip thoi

- Ngirng st dung thubc ngay khi xuéat hién cac tac dung khéng mong
mudn va can nhac liéu phap diéu trj thay thé

What are the dangers?

Nguédn: https://www.tga.gov.au/news/safety-alerts/strengthened-warnings-
broad-spectrum-antibiotics
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HAU QUA KHI SU DUNG QUA LIEU
METFORMIN

Metformin la thubéc dau tay trong
diéu tri dai thao duwong type 2,
dwoc danh gia co6 tinh an toan cao
khi s dung theo dung khuyén
cdo. Tuy nhién, suy than cép,
thuéc co thé dan dén bién ching
hiém gap nhwng nghiém trong la
nhiém toan lactic do metformin.
Metformin thai trer chd yéu qua
than, do doé trwdng hop suy giam
chirc nang than hoac s dung
metformin qua liéu, c6 thé gay ra
nhiém toan lactic théng qua co
ché tich 10y thubc trong huyét
twong, e ché chubi hé hap ty thé
(ph&rc hop 1), tdng chuyén hoéa
yém khi, dan dén sy tich tu lactat
trong co' thé. Ban tin bao cao mot
trvéng hop qua liéu metformin do
bénh nhan tai st dung thuéc qua
sém trong khi chwa danh gia lai
chirc ndng than sau suy than cép.
Giai doan dau gém tinh trang mét
nudc thir phat do tiéu chay va sbt
do bénh nhan ngd doc thwc pham.
Sau khi tam ngtrng cac thubc diéu
tri man tinh nhw metformin, &c ché
men chuyén (ACEIl) va loi tiéu
thiazid, bénh nhan da tai s&r dung
lai thubc ma khéng kiém tra lai
chirc ndng than, dan dén suy than
cap nghiém trong hon, xuat hién
cac triéu chirng mét mai, chan an,
nén mra va 0 l4n, dan dén
chuyén hoéa méat bu va nhiém toan
lactic nang.

Két qua xét nghiém cho thay ndng
dd metformin trong huyét tuwong
dat 30 mg/L, vuot xa gi¢i han diéu
tri (<4 mg/L), xac dinh tinh trang
qua liéu va ngd ddoc metformin.

Diéu tri cho bénh nhan gém bu
dich tinh mach, hd tro twdi mau
than va diéu chinh tinh trang tang
kali mau. Trwdng hop nhiém toan
hoac tang lactat nghiém trong, loc
mau 1a phuong phap diéu tri wu
tien dé loai bd nhanh chéng
metformin va lactat khdi co thé.
Trwong hop nay, bénh nhan da
dwoc hdi stre tich cwe va phuc hbi
sau mot dot ngrng tim phdi, mac
du tinh trang cua bénh nhan yéu
cau phai chuyén dén khoa héi strc
tich cwc dé theo dbi va diéu tri
tiép. Trwdng hop nay nhan manh
viec dinh lwong néng do
metformin trong huyét twong la
quan trong dé xac dinh tinh trang
qua liéu, dic biét trong truwong
hop nghi ng®, va ciing cé thé hé
tro viéc diéu tri cho nhirng bénh
nhan c6 diu hiéu ngd déc hodc
méat bu. Hon niva, can phai ngirng
s&¢ dung metformin khi cé mét
nwdc va danh gia lai chrc nang
than trudc khi tiép tuc diéu tri. Can
nang cao nhan th&c cua bénh
nhan vé cac dau hiéu canh bao va
phwong phap phong ngira dé
tranh cac bién ching nghiém

tronﬂ nay. _
guén: http://canhgiacduoc.org.vn
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THAN TRONG KHI SU DUNG
METHOTREXAT DPUONG UONG

Methotrexat (MTX) dwoc chi dinh
trong diéu tri bénh ly viém va ung \§
thw, 1a thubc co ctra sb diéu tri hep

va c6 lien quan dang k& téinguy co | &
x4y ra sai sot trong st dung thudc,

dac biét 1a tan suat si dung thubc. | oo
Céc sai sot bao gém viéc st dung
methotrexat hang ngay thay

vi hang tuan trong diéu tri cac bénh ly viem. M6t trwong hop sai so6t
trong st dung MTX dwoc mé td gan day: bénh nhan nham lan gitra
Imenor va Tahor, dan dén viéc st dung ddng thdi Imenor va Imeth (hai
ché phdm dwdng udng khac nhau ciia MTX). Sai s6t nay da gay ra
bién cb bat san tiy xwong, mot tdc dung khédng mong mudn nghiém
trong ctia MTX. Trwdng hop nay canh bao vé mot van dé lién quan
dén MTX van con cé thé tai dién, ddng thdi, nhdn manh sw can thiét
cla cac bién phap cu thé thay vi chi dwa ra cac canh bao than trong.
Cac nguy co doc tinh lién quan t¢i sai sét s&r dung thubc 1ap lai qua
dwdng ubng dang tré nén dang lo ngai va da duoc liét ké trong danh
sach “Sy cb khoéng bao gid dwoc phép xay ra” tir nam 2012. M6t sb
bién phap da dwoc dwa ra nham nang cao nhan thirc ciia bénh nhan
va cac nhan vién y té vé van dé nay. Nam 2019, Co quan Quan ly
Dwoc phdm chau Au (EMA) ghi nhan sw gia tdng nguy co sai sét vé
liéu cia MTX. Do dé, nhiéu bién phap phong ngtra duoc trién khai,
bao gbm: cung cép thong tin va thay dbi t& théng tin san pham. Ngoai
ra, bién phap dé xuét gidm sb lwong vién trong mdi hdp khéng dwoc
théng qua. Tuy nhién, két qua clha nghién clru danh gia tac déng cua
nhirng bién phap nay dwoc thwe hién ndm 2022 trén 5 qubc gia chau
Au cho thdy cac bién phap dwoc thwe hién tir 2019 dén 2021 khéng du
hiéu qua dé dw phong cac sai sét sir dung thubc lién quan t&i MTX.
Trwéc khi cd cac bién phap maéi, nhan vién y té can dam bao trao dbi
rd rang v&i bénh nhan dang diéu tri bang MTX, dac biét khi c6 thay dbi
trong k& don. Bén canh dé, can ddm bdo bénh nhan ndm rd cac
hwéng dan va tdm quan trong cla viéc tuan tha liéu lwong dwoc ké

don. .
Nguon: https://www.rfcrpv.fr/wp-content/uploads/2025/01/BIP-N%C2%B04-2024.pdf
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MOT SO DIEM TIN DANG CHU Y TU BAN TIN
HEALTH PRODUCT INFOWATCH 01/2025

1. Nguy co kéo dai  Khuyén cdo danh cho nhan vién y
khoang QT khi str dung  té

tamoxifen ] - O liéu khuyén cao, tamoxifen c6 thé
Thong tin san pham cua  gay kéo dai khoang QT trén ECG &
cac ché phdm cha nhitng bénh nhan cé yéu t6 nguy co
tamoxifen (Nolvadex-D)  kéo dai khodng QT tiém an va bénh ly
tai Canada da& cap nhat tim mach mac kém.

canh bao lién quan tac - Theo d6i dién tam do va dién giai cua
dung khdng mong muon  nhitng bénh nhan nay trwéc va trong
gay kéo dai khoang QT. su6t qua trinh diéu tri v&i tamoxifen

2. Nguy cor mac héi chirng Brugada khi si¢r dung thudéc chira
bupropion
Sau khi lwu hanh, mét sé bao céo vé hdi chirng Brugada lién quan
dén viéc sir dung cac san pham cé chra bupropion da dwoc ghi
nhan. HGi chirng Brugada la tinh trang rbi loan dién nhip tim biéu hién
b&i ngét, nhitng bat thworng dac trwng trén dién tdm dd nhw block
nhanh phai va cé ST chénh Ién tai cac chuyén dao trwdc tim phai. Hoi
chirng Brugada c6 thé dan dén ngirng tim va doét tir. Théng tin canh
bao vé nguy co hdi chirng Brugada da dwoc cap nhat trong cac to
thdng tin san phdm cla cac ché pham chira bupropion tai Canada
Khuyén cao cho nhan vién y té
- Chdng chi dinh st dung bupropion & bénh nhan mac hdi chirng
Brugada.
- Tham khéo y kién bac si chuyén khoa tim mach trwdc khi diéu trj voi
bupropion & bé&nh nhan cé nguy co' cao mac hdi chirng nay (co tién
s ngat khéng rd nguyén nhan, tién st gia dinh c6 ngudi dét ti do
bénh tim mach) d& can nhac liéu phap diéu tri phu hop va cé bién
phap phong ngtra bién cb tim mach.
- Théng tin cho bénh nhan day da vé cac dau hiéu va triéu chirng cta
héi chirng Brugada trudc khi st dung bupropion.
- Ngirng thudc ngay 1ap trc néu bénh nhan xuét hién cac dau hiéu
nghi ng® hdi chirng Brugada trong qua trinh diéu trj.
Ngubn: https://www.canada.ca/en/health-canada/services/drugs-health-
products/medeffect-canada/health-product-infowatch/january-2025.htmi#a1.1
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POC TINH CUA ACICLOVIR VA
VALACICLOVIR TREN BENH NHAN SUY
GIAM CHU'C NANG THAN

Aciclovir va valaciclovir
Aciclovir va valaciclovir la cac
thubc khang virus dwoc st dung
dé phong ngtra va/hoac diéu tri
cac bénh nhiém virus, bao gébm
nhiém virus herpes simplex
(HSV), varicella zoster (bénh
thuy dau) va cytomegalovirus
(CMV). Tai New Zealand,
aciclovir hién cé san dwdi dang
bao ché dwdng tinh mach (1V)
va duwong udng, trong khi
valaciclovir chi cé san dwéi
dang dwdng ubng.

Aciclovir dwdng udng cé sinh
khd dung thap. Valaciclovir la
tién chat clha aciclovir, c6 sinh
kha dung cao hon. Aciclovir
dwong tinh mach cé sinh kha
dung cao nhéat va dwoc khuyén
céo slr dung trong diéu tri cac
trwdng hop nhiém tring nang.
Nguy co’ nhiém déc than kinh
& bénh nhan suy than
Aciclovir thai trtr qua than théng
qua ca qua trinh loc & cau than
va bai tiét & 6ng than. Do do,
bénh nhan suy than c6 kha
nang bi tich |Gy aciclovir.

Nong dd aciclovir trong mau cao
co thé dan dén nhiém doc than
kinh.

Aciclovir dé dang vuot qua hang
rao mau nio. O bénh nhan suy
than, néng do thubc trong co
thé cé thé tang 1én dan dén
nhiém doc than kinh. Cac trieu
chirng bao gébm lo mo, 14 1an,
ao giac, kich dong, co giat va
hén mé. Triéu chirng thwong cé
thé mét di sau khi ngrng thube.
L&i khuyén cho nhan vién y té
Danh gia chirc nang than cua
bénh nhan trwdc khi ké aciclovir
hodc valaciclovir. Gidm liéu
va/hodc tan sudt dung thubc
theo mirc d0 suy giam chic
nang than.

Tham khdo cac khuyén cao
trong t& théng tin san pham cla
thudc.

Trong quéa trinh diéu tri, dam
bdo bénh nhan ubng du nuwéc
va theo doéi chat ché cac tac
dung khéng mong mubn trén
than kinh.

Nguén: medsafe.govt.nz/profs/PUArticles/December2024/Aciclovir-and-
valaciclovir-toxic-in-renal-impairment.htm
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NGUY CO HA PHOSPHAT MAU KHI SU
DUNGSAT BDUONG TINH MACH

Ha phosphat mau 1a mét phan trng cé hai da biét khi sir dung sat
dwéng tinh mach, dic biét 1a sat carboxymaltose. Ha phosphat
mau c6 thé dién bién nghiém trong, kéo dai va cé thé gay ra cac
bién chirng nhw lodng xwong va giy xwong. Can danh gia nguy
co ha phosphat mau & bénh nhan trwéc khi chi dinh sat dwéng
tinh mach.

Sat dwong tinh mach dwoc chi dinh trong diéu tri va/hodc dy phong
thiéu sat khi cac ché phdm sat dwdng udng khdng phu hop hodc khéng
hiéu qua. Cac ché phdm sat dwdng dwdng tinh mach dang dwoc cp
phép lwu hanh tai New Zealand bao gdm sat carboxymaltose va sét
polymaltose.

Hién nay, viéc sl dung sat dwong tinh mach, dic biét 1a sat
carboxymaltose dang ngay cang gia tang & New Zealand. Do d6, Co
quan An toan Thubc va Thiét bj Y t& New Zealand (Medsafe) da dwa
canh bao vé nguy co ha phosphat mau sau khi str dung sat dwdng tinh
mach.

Nguy co’ ha phosphat mau

Ha phosphat mau 1a mét tac dung khéng mong mudn da dwoc ghi nhan
cla sat carboxymaltose va sat polymaltose. Trong dé, nguy co' nay cao
hon & b&nh nhan sir dung ché pham chira sat carboxymaltose.

Co’ ché ha phosphat médu

Co ché cla ha phosphat mau khi s&¢ dung sat dwéng tinh mach do sw
gia tang yéu tb tang trwdng nguyén bao soi (FGF23), dan dén than bai
tiét phosphat qua murc va lam gidm ndng doé phosphat mau.

Mdrc d6 nghiém trong

Tinh trang ha phosphat mau do st dung sat dwdng tinh mach thwéng
thoang qua va khéng co trieu chrng. Tuy nhién, ha phosphat mau
nghiém trong, kéo dai, ddng thdi xuéat hién cac bién chirng nhw lodng
xwong va gay xwong cling cé thé xay ra, dic biét la & nhirng bénh
nhan cé cac yéu td nguy co.

Yéu t6 nguy co’ gdy ha phosphat mau

Cac yéu td nguy co gay ha phosphat mau lién quan dén ché pham
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chra sat dwong tinh mach dwoc trinh bay & Bang 1. Bénh nhan can
str dung sat dub’ng tinh mach dai han c6 nguy co cao ha phosphat
mau va gap cac bien chirng cua ha phosphat mau.

Bang 1: Cac yéu té nguy co’ gay ha phosphat mau khi sir dung
sat dwong tinh mach

S dung sat carboxymaltose

Mat mau tai phat hoac lién tuc (xuat huyét t& cung bat thuong, gian
mach xuat huyét di truyén, xuat huyét dwdng tiéu hoa)

R&i loan hap thu (ph3u thuat gidm can, bénh viém rudt, bénh celiac)

Chtrc nang than binh thuwdng

Thiéu sat nghiém trong

Trong lwong co thé thap

Nong dé phosphat huyét thanh nén thap

N6ng d& hormone tuyén can giap (PTH) trong huyét thanh cao

Bao cao ca & New Zealand

C6 45 bao céo ca ha phosphat mau sau khi st dung sat dwéng tinh
mach tr ngay 1 thang 1 nam 2016 dén ngay 30 thang 9 nam 2024.
Trong dé, c6 39 bao céo ghi nhan & nir gidi, 44 bao cao lién quan dén
sat carboxymaltose, 40 bao cdo c6 ha phosphat mau nghiém trong,
khéng cé bao cdo nao vé tinh trang lodng xwong hoac gay xuwong.

Can nhac khi ké don

Khi ké don sat dworng tinh mach can:

- Lwu y vé théng tin vé tac dung khéng mong mudn clia cac ché phdm
khac nhau va cac yéu té nguy co ha phosphat mau trén bénh nhan.

- Théng bao cho bénh nhan vé nguy co ha phosphat mau va cac biéu
hién thwdng gap nhw dau xwong, dau khép, mét maoi.

- Theo d&i ndng do phosphat & nhirng bénh nhan c6 nguy co cao gap
tinh trang ha phosphat mau hoéac bién chirng lién quan.

- Panh gia lai viéc diéu tri bang sat dwéng tinh mach khi xuét hién bién
cb ha phosphat mau.

Ngudn: medsafe.govt.nz/profs/PUArticles/December2024/Reminder-risk-
of-hypophosphataemia-with-iron-infusions.htmi
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CAP NHAT CANH BAO DAC BIET VE TAC
DUNG KHONG MONG MUON TREN TAM

THAN KINH KHI SU DUNG MONTELUKAST

Ngay 16/01/2025, TGA dwa ra canh bao vé tac dung khéng mong muén
nghiém trong trén tam than kinh khi st dung thuéc chira montelukast,
gdm thay dbi hanh vi, trdam cdm va c6 y dinh tw sat. Pong thdi, théng tin
san pham cda montelukast dwoc cap nhat bd sung Canh bao dac biét
(Boxed warning) mai va hwéng dan xi tri nhirng bién cb nay cho nguoi
ké don va bénh nhan. Thang 07/2018, TGA da trién khai mot danh gia
tdng quan mdi lién hé gitra s dung montelukast va bién cb bat loi trén
tam than kinh, danh gia y van hién cé va tham van y kién t» cac CQQL
trén thé gioi va tw van chuyén mén cta Uy ban Tw van vé thuéc (ACM).
DPén nam 2024, do an toan cla montelukast tiép tuc dwoc danh gia lai,
sau khi cac CQQL trén thé gidi tang cuwdng canh béo vé nguy co gap
tac dung khéng mong mudn trén tdm than kinh. Cac chuyén gia cla
ACM duwa ra két luan rang khdng c6 nguy co mdi, va bang chirng vé
mdi lién quan gitra bién cb tam than kinh va s&* dung montelukast Ia
chwa chac chan.

Tinh dén ngay 18/12/2024, Co s& dir liéu vé tac dung khéng mong
mudn cla Uc (Database of Adverse Event Notifications - DAEN) ghi
nhan 356 bao cao bién cd rdi loan tdm than kinh va cé s dung
montelukast. Triéu chirng dwoc ghi nhan nhiéu nhat bao gédm hung
hang (100 bao cao), lo au (87 bao cao), cé y dinh tw sat (72 bao cao),
trdm cam (71 bao céo), mat ngu (52 bao cdo), gdp 4c mong (50 bao
céo). 91 bao cao dé cap dén hanh vi tw sat, trong d6 10 bao céo co két
qué la t& vong. Theo khuyén céo clia cac chuyén gia tham van, tw
thang 01/2025, t& thdng tin s&n pham cua cac thudc chira montelukast
s& dwoc cap nhat thém Canh bao dac biét va bd sung théng tin muc

Canh bao: Bién c6 trén tam than kinh nghiém trong

Bién cb trén tdm than kinh gdm thay dbi hanh vi, trdm cam va cé y dinh
tw sat da dwoc ghi nhan khi st dung montelukast & tat ca cac do tubi
Bién cb thuworng c6 mirc dd nhe va cé thé xay ra ngau nhién. Tuy nhién,
cac triéu chirng cé thé trdm trong hon néu khéng ngirng st dung
thuéc. Do vay, can ngirng st dung montelukast néu xuét hién triéu
chirng trén tdm than kinh. Khuyén cdo bénh nhan va/hodc ngu®i cham
séc theo déi sat cac triéu chirng va bao bac si néu cé sy thay doi vé
hanh vi.
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Canh bao va than trong

Bac si ké don can thdo luan véi bénh nhan va ngwdi cham soc vé lgi ich
va nguy co khi sir dung montelukast. BEnh nhan va/hoac ngudi cham
séc can theo déi sw thay ddi hanh vi hoac cac triéu chirng trén tdm than
kinh ciia bénh nhan. Néu xuéat hién cac triéu ching trén, khuyén cao
bénh nhan ngirng st dung montelukast va di kham ngay lap tic. Trong
nhiéu trwéng hop, triéu chirng thuyén gidm khi ngirng st dung thuéc; tuy
nhién mot sd trwdng hop ghi nhan triéu chirng van con dai dang. Voi
nhirng trudng hop nay, bénh nhan can dwoc theo dbi sat va cé sy hd tro
cla nhan vién y té. Ngudi k& don can than trong danh gia loi ich va nguy
co cla viéc tiép tuc st dung montelukast néu bénh nhan da tirng gap
bién cb trén tdm than kinh.

Khuyén cao danh cho nhan vién y té

- Nhan vién y té can dwoc canh bao vé nguy co gap bién cd trén tam
than kinh khi st dung montelukast. Bién cé nay da dwoc ghi nhan
trén moi do tudi, véi mirc dd nhe va cod thé xay ra ngau nhién. Tuy
nhién, triéu chirng co6 thé tram trong hon néu tiép tuc st dung thubc.
M6t sb trwéng hop hiém gdp ghi nhan bénh nhan tlr vong sau khi cé
y dinh ty sat.

- Nhan vién y té can theo dbi sat triéu chirng tam than kinh cta bénh
nhan va ngirng st dung montelukast néu bé&nh nhan xuét hién hoac
gap triéu chirng trdm trong hon cda bién cb tam than kinh.

- Khuyén khich b&nh nhan va ngwdi chdm soc theo déi cac bién cb
tam than kinh va di kham ngay néu xuét hién triéu chirng.

Nguon: https://www.tga.gov.au/news/safety-updates/more-prominent-safety-warnings-about-
neuropsychiatric-effects-montelukast
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