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I. MOXIFLOXACIN (Biét divoc: MOXTIFLOXACIN 400mg)
I. Chidinb

- Thude duge chi dinh dé didu tri cac bénh nhiém khudn ¢ nguoi 18 woi tre
lén do nhitng dong vi khuan nhay cam véi Moxifloxacin. Nén dung Moxifloxacin
trong trudng hop that bai véi cac thube khéng sinh thong thuong khac.

+ Viém phdi méc phai & cong dong, ngoai trlr mire dé nang.

+ Viém xoang cap tinh do vi khuan (chudn doan ddy du)

+ Pt nhiém cap cua viém phé quan man tinh (chudan doan day du).

* Do khang sinh fluoroquinolone, trong do6 co Moxifloxacin lién quan dén
phan tng co hai nghiém trong va dot nhiém I<huan cép clia viém phé quan man
tinh, viém xoang cép tinh do vi khuan & mot sé bénh nhéan c6 thé tu khoi, chi nén

sir dung Moxifloxacin cho nhimg bénh nhan khong co lva chon di¢u trj khéc thay
the.

F Bénh viém vung chau nhe dén vira (nhur nhiém khudn dwong sinh duc
trén o nit bao gom viém éng dan trimg va viém ngi mac tr cung) khong kém theo
ap xe ong dan tring, budng tring hodc ép xe ving chau. Moxifloxacin khong duoc
khuyén cdo sir dung don tri lidu trong bénh viém ving chiu nhe dén vira, can két
hop véi khang sinh thich hop khac (Cephalosporin) do Neisseria gonorrhoeae tang
kha nang dé khang Moxifloxacin trir khi cdc Neisseria gonorrhoeae dé khang
Moxifloxacin dugc loai tru.

~ Thube ¢6 thé duoc st dung dé hoan thanh lidu trinh diéu tri o nhting bénh
nhan c6 cai thién khi di didu tri ban dau véi Moxifloxacin tiém truyén trong céc
chi dinh sau

t Viéem phot mac phai o cong dong.
t Nhicm khuan da va cau truc da phuee tap.

* Khong dung thude nay de didu tri ban déu cho bét ky nhiém khuén da va
cu tric da ndo hodic viém phdi méac phai & cong dong.

Can tham khao cac hudng dan chinh théng vé st dung khang sinh thich hop.
2. Liéu dung va cach dung

- Lieu dung;:




o

+ Liéu thuong dung ¢ ngudi 16n: 400mg/ngay/lan.
b Suy than: Khong can diéu chinh liéu.
" Suy gan: Khong ¢6 du dir ligu o bénh nhén suy giam chie ning gan.

+ Nguoi nhe can, nguoi cao tuoi: Khong cén thay doi liéu voi nguoi nhe
¢an va nguoi cao tuoi.

- 'I'ré em va thanh thiéu nién: Chéng chi dinh sir dung Moxifloxacin & tré
em va 1hcmh thiéu nién dudi 18 tudi.

- Thoi gian diéu trj:

+ Viém phoi mac phai ¢ cong dong 10 ngay

F Viém xoang cép tinh do vi khuén 7 ngay

£ Dot nhiém cap cta viém phé quan man tinh 5-10 ngay
FBénh viém viing chau nhe dén vira 14 ngay

Khong nén dung qua liéu (400mg/lan/ngay) va kéo dai thoi gian diéu trj
duge khuyén céo.

3. Chéng chi dinh

- Nguoi ¢6 tién str quéd man voi Moxifloxacin, cac quinolone khéac hodc cac
thanh phéan khac cta thude.

- Phu ntr ¢6 thai va cho con bu.
- Bénh nhan dudi 18 tuoi.

- Bénh nhan ¢ tién st bénh/ 1éi loan vé gan lién quan dén viée diéu tri bang
quinolone.

Trong tha nghiém tién lam sang va lam sang, da co thay doi dién tam do,
kéo dai khodng QT sau khi ding Moxifloxacin. Dé sir dung thude an toan, chéng
chi dinh dung Moxifloxacin trong céc truong hop:

- C6 khoang QT kéo dai bam sinh hoic tién str QT kéo dai.

- Réi loan dién giai, dic biét 1a ha kali mau chua duoc diéu chinh.

- Nhip tim cham trén l1am sang,

- Suy tim trén lam sang véi giam phan suét tdng méu thét tréi.

- Tién st loan nhip tim c6 tri¢u chung,

Moxifloxacin khong duogc dung cting cac thude lam kéo dai khoang QT.

Do dir licu 1am sang han ché, Moxifloxacin cling chéng chi dinh ¢ bénh
nhan ¢6 chirc nang gan suy giam (nhém C theo phéan loai Child Pugh) va tang
transaminase lon hon 5 lan g 2101 han trén mur¢ binh thuong,

4. St dung ¢ phu nir mang thai: Sy an toan dbi véi phu nit mang thai chua
dugc danh gi4. Nghién ctru & dong vat cho thay thude ¢6 hai 1én co quan sinh san,
déi voi ngudi van chua dugce biét. Do nguy co fluoroquinolone gay thoai hoa sun
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khép chiu trong luc & dong vat chua trudng thanh va cac chan thuong da gdp phai
o tré em dung fluoroquinonolone, Moxifloxacin khong dugc dung & phu ntr co
that.

5. St dung & phu nit cho con bu: DU li¢u tién lam sang cho thay mot lugng
nho Moxifloxacin duoc bai tiét vao stta. Tuy chua co dur li¢u trén nguoi nhung vi
nguy co fluoroquinolone gdy thoai hoa sun khép chiu trong luc o dong vat chua
truong thanh, vi vay khéng dung Moxifloxacin ¢ phu nit cho con bu,

6. Nguoi ldi xe va vin hanh mdy méce: Chua cé nghién ctu nao vé anh
huong cua Moxifloxacin dén kha néng lai xe va van hanh may moc. Tuy nhién, cdc
fluoroquiolone bao gom Moxifloxacin co thé gay cac phan tmg trén he than kinh
trung vong (chong mat, mdt thi luc thodng qua), mat y thirc tam thoi hogc lau dai
(ngat) Bénh nhan can phai dugc tu van vé anh hudéng cua thude trude khi lai xe va
van hanh may moe.

7. Twong tic thuoe

- Chong chi dinh phoi hop bat ky cac thude nao dudi day vaoi Moxifloxacin:

- Thude chong loan nhip tim nhom I (Amiodaron,...).
F Thude chong loan than (Haloperidol,...).
I Thudc chong tram cam ba vong (Sertralin, Paroxetine...).

- Moxifloxacin dugc dung than trong © nhimg bénh nhan dang dung cac
thude c6 thé lam giam nong do kali mau (nhe thuée loi tiéu thiazide v loi tiéu
quai, nhuan trang, cdc corticosteroid).

- Can mét khoang thoi gian 1a 6 gid gilra thoi diém dung Moxifloxacin va
cac thude chua cation hoa tri 2 hodc 3 (thuoc khdng acid co chira magnesi hodc
nhom, sucrafate va cdc thuoc chira sdt hodc kén).

8. Tac dung khong mong mudn khi sir dung thube
Tac dung khong mong mudn thuong gap (1/100 < ADR < 1/10)

- Nhiém khuan va ky sinh trang: Boi nhiém do vi khuan d¢ khang hogc nam,
nhu candida miéng va am dao.

- Roi loan hé théng than kinh: Dau dau, hoa mat, chong mat.
- R61 loan tim: QT kéo dai & bénh nhan ha kali mau.

- R6i loan tiéu hoa: Budn ndn, non, dau bung, tiéu chay.

- Rbi loan gan mat: Téng transaminase.

9. Qua lidu va xir tri

Khi da ubng qué lidu Moxifloxacin, khong ¢ thude dic hiéu dé dicu i, chu
yéu diéu i triéu chimg va thyc hién cac bi¢n phap héd trg: Gay non, rua da day
hodc ding than hoat dé gmm hap thu thude, loi niéu dé tang thai thude. Theo doi
dién tam do khoang 24 gio vi co thé kéo dai khoang QT va loan nhip tim. Bu du
dich cho nguoi bénh.




Tai li€u tham khao: To Hudng dan su dung thue ctia Nha san xudt
(MOXIFLOXACIN ~ 400mg  san  xudt tai  An Do boi  MACLEODS
PHARMACEUTICALS LTD).

I THONG TIN THUOC NUOC NGOAI
I. TGA: Nguy co ton thuwong gan lién quan dén ngh¢ va curcumin

Co quan Quan ly Dugc pham Australia (TGA)da tién hanh danh gia tong thé
vé do an toan cua céc ché pham chia ngh¢. Két qua 14, cac bang chirng hién ¢6 cho
thay nguy co tén thuong gan hiém gap khi ding nghé duoc bao ché dudi dang
thude. Nguy co t6n thuong gan ¢6 thé cao hon déi voi cac san pham duoc tang,
cuong he"ip thu hodc sinh khéa dung va/hoac st dung lidu cao. Bénh nhan ¢o tién su
hodc dang mac cdc bénh ly vé& gan c6 nguy co gap tac dung khéng mong mudn
hiém gip nay cao hon.

Pén ngay 19/06/ 2023, TGA da nhan dugc 18 bdo cdo vé cac van dé trén gan
xay ra & nguoi sir dung cac san phdm chua ngh¢. Trong do, 9 bdo cdo co day du
thong tin cho théy, cdc san pham chura nghé¢ ¢d thé 1a nguyén nhan edy ton thuong
gan. Trong s6 9 bdo cdo nay, 4 truong hop loai trir duge kha nang edy 1on thuong
gan do cac thanh phan khac. Hai trong 0 nhimg truong hop nay duge danh gia
nghi¢m trong, voi | truong hop tir vong. Nim truong hop con lai ¢6 thé do sir dung
san pham c6 chira cde thanh phan khéc ¢6 kha nang giy ton thuong gan.

TU nhing bao cdo ca nay, TGA da tién hanh danh gid tong thé vé do an toan
cua cde ché pham chia nghé. Cac bang ching hién co cho thay, ¢6 nguy co on
thuong gan lién quan dén viéc sir dung nghé ¢ dang bao ché thude, véi tan sudt
hiém gap. Cac san pham chira nghé dugc tang cudng hap thu hoic sinh kha dung
va/hodc st dung liéu cao cac san phidm ndy co thé dan dén nguy co ton thuong gan
cao hon. Bénh nhan ¢6 tién st hodic dang mic cdc bénh ly vé gan cling ¢ nguy
co cao gdp tac dung khdéng mong mudn nay. Tuy nhién, hién nay, TGA khong ¢
du thong tin dé xac dinh chinh xéc thude nao cé nguy co cao gay ton thuong gan.

Thong tin danh cho nhan vién y té

San pham c6 chtra Curcuma longa (ngh¢), Curcuma aromatica, Curcuma
zanthorrhiza, Curcuma zedoaria va/hodc curcumin cé thé gy ton thuong gan o
mot s6 bénh nhan, O nhing bénh nhan ¢6 céc triéu chimg t6n thuong gan, can bo y
(¢ nén can nhic can than viéc st dung cace ché phim bo sung ¢6 chia Curcuma
hodc curcumin. Pong thoi, nén tranh sur dung céc loai thude hodc thude co nguon
géc duge liéu c6 chira cdc loai Curcuma néu trén va’hodc curcumin & nhiing bénh
nhén ¢o tién st hodic dang mic cac bénh ly vé gan.

Tai licu tham khao:
Website Canh gidc Duoe:

http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTi11/2420/’1’GA~nguy—co~
ton-thuong-gan-cua-nghe-va-curcumin.htm

Nguon: https://www.tga.gov.au/news/safcty-alcrts/medicines~c0ntainin,g_:
turmeric-or-curcumin-risk-liver-injury '




Diém tin: SV. Phing Ngoc Mai
Phy trach: ThS.DS. Nguyén Mai Hoa

' 2. Mt s6 thong tin canh bdo tir Co quan Quén ly Dugc pham A Rap X@
Ut
Co quan Quan ly Duoc pham A Rap Xé Ut (SFDA) da dua ra thong bio vé

Mot s6 tin hiéu an toan thude mai phat hién bao gom: hoai tir xuong do prednison,
tao bon do acid folic, kho miéng do levotloxacin.

2.1. Nguy co hoai tir xwong do prednison

SFDA ghi nhén mét bao cao hoai tur xwong do pr ednison trong nudc va 1037
bao céo trén thé gidi trong co so dit lidu VigiBase. SFDA da trich xuat ra 30 béo
céo ca ¢o diém hoan thién 1.0 dé danh gia quy két mbi quan hé nhan qua theo
thang WHO. Két qua 1a, 20 tr uong hop ¢6 méi lien quan gitra prednison va hoai tu
xuong (! truong hop co nhiéu_kha nang va 19 tr wong hop co the lien quan), 8
truong hop khong chic chén vé mdi lién quan va hai truong hop khong thé phén
loai duge. Tin hiéu an toan thuoc phat hi¢n duge qua khai pha dir li¢u dugc biéu
thi bangj chi s 1C. V&i cap thube - ADR trén, chi s0 1C duge tinh toan = 4.0, cho
[hay moi lién quan ¢6 vy nghia thong ké manh. € Can danh gia sau hon vé tin hiéu nay
dé xac dinh nguy co hoai tu xuong li¢n quan dén prednison va canh bao nhan vién
y t& vé bién ¢d bat loi co thé xay ra.

2.2. Nguy co tao bon do acid folic

SFDA ghi nhan mdt bao céo ca dai tién (it hon 3 lan/tuan) do acid folic
trong nude va 157 béo cdo ca trén thé gigi trong co so dit licu VigiBase. SFDA da
trich xuét ra 30 béo céo ca co dlcm hoan thi¢n 1.0 dé danh gia quy két moi quan hé
nhan qua theo thang WHO. Két qua 1a, da sb cac ca duge danh gia ¢ lién quan toi
acid folic (21 ca ¢6 rhe ¢6 lién quan dén thuoc va 9 ca it ¢6 kha nang). Voi cap
thude - ADR nay, chi s6 1C = 1,1, cho thdy hinh thanh mbi lién h¢ ¢ y nghia thong
ké. SFDA da két ludn, tir cac bang, chung hi¢n co theo danh gia | [CSR va y van, co
moi lién quan gitra acid folic va tao bon. Ca an danh g gia thém tin hicu nay clc co the
dua ra I<u lu@n v¢ nguy co, tuy nhién. nhan vién y & nén duge canh bio vé bién ¢o
bat loi tiém an nay.

2.3. Nguy co kho mi¢éng do levofloxacin

SFDA ghi nhdan mdt bdo céo ca khé miéng do Levofloxacintrong nude va
857 bao céo ca trén thé gidi dugce ghi nhan trong Vigibase. SFDA da trich xuat ra
30 béo cdo ca ¢6 diém hoan thién 1.0 dé danh gia quy két mbi quan hé nhén qua
theo thang WHO. Trong do, ¢6 29 ca dugc danh gia co nhleu kha nang hodc co the
lién quan dén levofloxacin. Mot thtr nghiém mu doi, ngau nhién, co kiém soat vé
levofloxacin ciing dua ra tin hiéu vé nguy co kho miéng. SFDA da dua ra két luan,
dir li¢u tir bao cdo ADR don 1¢ va dir liéu tir thir nghiém lam sang da cho thdy ¢6
mdi lién quan gilta Levofloxacin va kho miéng. Cq11 danh gia sau hon vé tin hiéu
nay dé xdc dinh nguy co va canh bao nhan vién y (& v& bién ¢d bat loi co thé xay
ra.




Tai liéu tham khao:

Website Canh giac Duwoc:
http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/2417/SFSA-mot-so-thong-
tin-canh-bao.htm.

Nguc}‘m.' https://apps.who.int/iris/handle/10665/372279

Diém tin: SV. Trinh Viét Ha, SV. Nguyén Phuong Thao, SV. Trin Phuong
Thao.

Phu trdch: ThS.DS. Nguyén Mai Hoa.
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