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[Thanh phan] M3i vién nén bao phim chira: ﬂd
Thanh phan hoat chat: :
Moxifloxacin hydrochloride twong duong véi moxifloxacin 400 mg
Thanh phan ta dwgc: Mannitol, Cellulose vi tinh thé,
Croscarmellose natri, Silica colloidal anhydrous, Magnesi
stearat, Opadry pmk 85F240116

[Dang bao ché]: vién nén bao phim mau dé thudn dai 16i hai
mat, mot mit khic chit “MOXI”, mat con lai khic “400”
|Chi dinh] :

Viém phoi méc phai trong cong dong (voi mirc d6 tir nhe dén
trung binh) gay boi Streptococcus pneumoniae, Haemophilus
influenzae, Mycoplasma pneumoniae, Chlamydia
pneumomae hodc Moraxella catarrhalis.

Viém ving chau mirc d6 nhe dén trung binh (nhlem khuan
duong sinh dyc trén ¢ phu nif, viém voi trimg va viém ndi mac
tir cung) ma khong c6 ap xe buong trimg hodc ap xe vung chau.
Nhiém khuan 0 bung co bién chimg bao gom cac trudng hop
nhiém khuan do nhiéu loai vi khuan giy ra nhur ap xe.

Nhiém khuén da va t6 chirc dudi da do Staphylococcus
aureusva Streptococcus pyogenes. Thuoc cO hi¢u qua trong
diéu tri cac bénh nhiém khuan da nhu: Ap xe dudi da khong
bién ching, dinh nhot, chéc 16 va viém mo té bao.

Dot nhtem khudn cap ciia viém phé quan man tinh

Pot cap clia viém phé quan man tinh do vi khuén giy bai
Streptococcus pneumoniae, Haemophzlus influenzae,
Haemophilus parainfluenzae, Klebsiella pneumoniae,
Staphylococcus aureus hoac Moraxella catarrhalis.

Do khang sinh fluoroquinolon, trong d6 ¢6 Bluemoxi li€n quan
dén phan g c6 hai nghiém trong (xem muc Canh bao va than
trong) va dot nhiém khuan cip ciia viém phé quan man tinh &
mdt s6 bénh nhan ¢6 thé tu khoi, chi nén sir ‘dyng Bluemoxi
cho nhirng benh nhan khong c6 Tura chon diéu tri khic thay thé.
Viém xoang cap tinh do vi Khuan

Diéu trj bénh viém xoang cap do nhiém vi khuén nhay cam:
Streptococcus pneumoniae, Haemophilus influenzae hodc
Moraxella catarrhalis.

Do khang sinh fluoroquinolon, trong d6 c¢6 Bluemoxi lién
quan dén phan ung ¢6 hai nghiém trong (xem myc Canh bao
va than trong) va viém xoang cap tinh do vi khuan mot sb
bénh nhan c6 thé tw khéi, chi nén sir dung Bluemoxi cho
nhung bénh nhan khéng c6 hra chon diéu tri khac thay thé
[Lleu lwgng va cach dung]

Thudc dung theo dudng udng, cé thé dung trudc, trong hodc
sau an.

Liéu thuong dung & ngudi 16n: 400mg/ngay, ubng 1 1an

Thoi gian diéu tri:

-Viém phoi méc phai ¢ cong dong: 10 ngay

-Viém vung chau mirc dg tir nhe dén trung binh: 14 ngay.
Liéu dung vOi nguoi suy than va suy gan:

Khong can thay d6i liéu véi ngudi suy than (tir nhe dén _nang)
va bénh nhan chay than nhan tao; Chua c6 du dir liéu vé diéu
chinh liéu véi bénh nhan bi suy gan.

Tré em: Khong sir dung moxifloxacin & tré em du6i 18 tudi
Ngueoi cao tudi va nguoi co thé trong thap: khong can diéu
chinh liéu.

Voi bénh nhan chuyen tir truyén tinh mach sang duong uong
thuong duong uong dung trong vong 4 ngay (v61 bénh viem
ph01 mac phai ¢ cong dong) hoic 6 ngay (Nhlem khuan da va
to chirc dudi da c6 bién chim g). Tng thoi gian diéu tri ca
duong tinh mach va duong uong la tir 7- 14 ngay vdi bénh
viém phoi méc phal 0 cong dong, va tir 7-21 ngay véi bénh
nhiém khuan da va t6 chirc dudi da c6 blen chung, liéu
duong uong 400mg/ngay

Nhlem khuan 6 bung c6 bién ching tdng thoi gian diéu tri n01
tlep (truyén tinh mach truéc sau d6 chuyén sang dudng
uéng): 5-14 ngay

-Dot cap tinh cua viém phe quan man tinh: 5-10 ngay

-Viém xoang cap do vi khuén: 7 ngay

[Chong chi dinh] :

Man cam vdi moxifloxacin hodc cac quinolon khac hoic bt

ky thanh phan ta dugc cua thude
Bénh nhan dudi 18 tudi

* Phu nir ¢ thai va cho con bu

* Bénh nhan c6 khoang QT kéo dai
Bénh nhan co I‘lhlp tim cham
Bénh nhan bi ro1 loan dién giai, dac biét bénh nhan co ha
kali mau chua dugc diéu chinh :

- Bénh nhan dang diéu tri bang cac thude c‘hc‘mg loan nhip
nhoém IA (nhu quinidin, procainamid) hodc nhém III (nhu
amiodaron, sotalol)

- Bénh nhén c6 tién sir bénh gan co lién g quan dén diéu tri
bang quinolon

Suy tim c6 phan suat tong mau that trai giam

Khéng nén dung moxifloxacin dong thoi véi céc thube 1am

kéo dai khoang QT

Moxifloxacin ciing chong chi dinh & nhing bénh nhan suy

glém chirc nang gan (Child Pugh C) va & bénh nhén ting

~transaminase hon 5 lan ULN TN e

[Cidnh bao va thian trqng khi dung thuoc]:

Khoang QT kéo dai va cac diéu kién lém sang lién quan den
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kéo dai khoang QT
Moxifloxacin da dugc chirng minh la kéo dai khoang QT trén
dién tam dd trén mot s6 bénh nhan. Trong phan tich dién tim
thu dugc trong chuong trinh thir nghiém 1am sang, kéo dai
QT véi moxifloxacin 1a 6 msec + 26 msec, 1,4% so vdi
dudng co sd. Khi phu nir ¢6 xu huorng c6 khoang thoi g1an
QT dai hon so véi nam gioi, ho c6 thé nhay cam hon vai
thudc kéo dai theo QT. Bénh nhan nguoi cao tudi ciing c6 thé
dé bi tac dung lién quan dén thu6e hon vao khoang QT.
Thudc c¢6 thé lam giam mic kali nén dugc sir dung can than &
nhirng bénh nhan dung moxifloxacin:
Moxifloxacin nén dugc sit dung thén trong ¢ nhimg bénh nhan
co cac tinh trang 161 loan nhip tim lién tyc (déc bi¢t la phu nir va
nguoi cao tudi), chang han nhu thleu mau co tim cap tinh hodic
kéo dai QT vi diéu nay c6 thé din dén ting nguy co loan l’lhlp
that va ngung tim. Mirc do kéo dai cua QT ¢ thé ting v&i nong
do thudc tang 1én. Do d6, khong nén ding qua liéu khuyen cao.
Néu déu hiéu loan nhip tim Xy ra trong qua trinh diéu tri v6i
moxifloxacin, nén ngung. diéu tri va phai lam la1 ECG.
Phan ing qud man / di ung:
Céc phan {ing qua/man va di ung da dugc bao cao cho “L
fluoroquinolones bao gom moxifloxacin sau khi ding lan dau.
Cac phan Umg phan v¢€ co’ thé t1en trién dén soc de doa tinh mang,
ngay ca sau khi dung thuée dau tién. Trong trudng hop co biéu
hi¢n 1am sang cua phan Ung qua man nghiém trong nén ngung
dung moxifloxacin va dieu tri phit hop (vi du: diéu tri soc).
Réi loan chiec nang gan nghiém trong:
Cac trudong hop viém gan cap co kha nang dan dén suy gan
(c6 thé gay hop tir vong) dd dugc bao cao vgi moxifloxacin.
Bénh nhan nén lién h¢ voi bac si trude khi tlep tuc diéu tri néu
dau hiéu va triéu chimg ciia bénh gan cép tién trién nhu phat
trién nhanh chong chimg suy nhugc li€n quan dén vang da,
nudce tiéu sim mau, c6 xu huéng chay mau hoic bénh nio gan.
Xét nghiém kiém tra chirc ning gan phai duge thye hién
trong trrdng hop c6 dau hiéu suy giam chirc ning gan.
Phan vng da bong nudc toan than nghiém trong:
Céc truong hgp phan ng da béng nudc nhu hdi ching
Stevens-Johnson hoic hoai tir thugng bi nhiém doc di duoc
ghi nhén véi moxifloxacin. Bénh nhan nén lién hé voi bac si
ngay lap tirc trude khi tiép tuc diéu tri néu da va / hoic phan
rng ni€ém mac xay ra.
Bénh nhan cé tién sir dong kinh:
Quinolon dugc biét 14 giy ra con dong kinh. Can than trong
khi sir dung & bénh nhan c6 réi loan than kinh trung wong
hodc xuat hién nguy co khic c6 thé giy dong kinh hodc giam
ngudng dong Kinh. Trong trudmg hop bi dong kinh, nén ngung
str dung moxifloxacin va thuc hién cac bién phap thich hop.
Bénh Iy than kinh ngoat bién:
C4c ca bénh than kinh cam giac hodc da ddy than kinh cam giac
dan-déntinh trang di cam, chimg giam thi luc, chimg khé doc
hoac suy nhugc da dugc bao céo ¢ nhitng b¢nh nhan dung
quinolon bao gom moxifloxacin. Bénh nhan dang dleu tri vol
moxifloxacin nén thong béo cho béc st trude khi tiép tuc diéu tri
néu ¢o triéu chimg vé than kinh nhur dau, rat, ngira ran, t€ hoac
suy nhugc ting dan dé ngin ngira tinh trang khong hdi phuc.
Phan ttng tam than:
Céc phan tng tam than co thé x4y ra ngay ca sau khi ding
quinolon d4u tién, bao gom ca moxifloxacin. Trong nhimg
truong hop hiém hoi tram cam hodc phan g tim than da
tién trién dén mirc c6 suy nghi tu tir va hanh vi ty gy thuong
tich nhu nhitng nd hre tu tir. Trong trurong hop bénh nhan
phat trién nhfmg phan tng nay, nén ngung dung moxifloxacin
va thuc hién cac bién phap thich hop. CAn thén trong néu sir
dung moxifloxacin ¢ b¢nh nhéan tim than hoic & bénh nhén
c6 tién sir mic bénh tAm than.
Tiéu chay lién quan dén khing sinh bao gom viém dai trang:
Tiéu chay lién quan dén khang sinh (AAD) va viém dai trang
lién quan dén khang sinh (AAC), bao gom viém dai trang gia
mac va tiéu chay lién quan dén Clostridium difficile, dugc
bao cao lién quan dén viéc sir dung khang sinh pho rong bao
g6m moxifloxacin va cé thé & mirc 46 nghiém trong tir tiu
chay nhe dén viém dai trang c6 thé gay tir vong. Do d6 diéu
quan trong 13 phai xem xét chan doan ndy & nhirg bénh nhéan
bi tiéu chay n@ng trong hodc sau khi sir dung moxifloxacin.
Néu nghi ngd hoic khang dinh AAD hodc AAC thi nén
ngung sir dung cac thube khang khuan bao gom
moxifloxacin, va phai bat dau diéu tri kip thoi. Hon nia, can
phai thuc hién cac bién phap klem so4t nhiém khuén thich
hop dé giam nguy co lay truyén. Thudc trc ché nhu dong rudt
bi chéng chi dinh & nhimg bénh nhan bi tiéu chay ning.
Bénh nhan bi nhuoc co:
Moxifloxacin nén dugc sir dung than trong ¢ nhimg bénh'
nhan bi nhugc co vi ¢4c triéu chimg cé thé traim trong hon.
Viem gan, dut gan:
Viém nudu va dat doan (ddc bigt la gan Achilles), d61 khi
dong thoi c6 thé xay ra véi diéu tri bang quinolon bao gom
moxifloxacin, ngay ca trong vbng 48 gid sau khi bat dau diéu
tri va da dugc bao cdo 1én dén vai thang sau khi ngimg dleu tr1.
Nguy co viém gén va dut gén s€ tang ¢ bénh nhan cao tudi va
& nhitng bénh nhan dugc diéu tri dong thoi vai corticosteroid.

S e————
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c khi ding, dé xa tam tay tré em «,2)
eo don cua bdc s7
ing theo don thudc

.
moxi
Khi c6 dau hi¢u dau tién ctia dau hogc viém, bénh nhan nén
ngung diéu tri v6i moxifloxacin, chén bi ton thuong nén it van

dong va tham khao y klen bac si ngay lap tirc dé co diéu tri
thich hop (vi du nhu ¢6 dinh) cho gan bi anh huong.

Bénh nhan suy than:
Nhimg bénh nhén cao tu01 bi roi loan chirc ning than nén sir dung
moxifloxacin than trong néu ho khong thé duy tri lugng chat 1ong
vao thich hop, vi mét nude c6 thé 1am ting nguy co suy than.
Roz loan thi giac:
Neu thi lyc bi suy giam hodc co bat ky anh hudng nao dén
mat nén tu van bac si chuyén khoa mat.
Réi loan duong huyét:
Nhu véi tat ca cac fluoroquinolon, roi loan dudng huyét, bao gom
ca ha duong huyet va ting dudng huyét da duogc bao cao d6i vi
moxifloxacin. 0] nhig bénh nhan dugc diéu tri bang moxifloxacin,
r01 loan duong huyet xay ra cht yéu & bénh nhan tiéu duong cao
tudi dugce diéu tri dong thoi véi mét thude ha duong trong miéng
(vi du sulfonylurea) hoic voi insulin. O bénh nhan tiéu
duong, nén dugc theo doi can than lugng dudng trong mau.
Phong ngira phan irng nhay cam voi dnh sdang:
Quinolon da dugc ching minh gay ra phan ing nhay cam vai
anh sang ¢ bénh nhan. Tuy nhién, cac nghién ciru da chi ra
rang moxifloxacin cé nguy co thap giy ra nhay cam véi anh
sang. Tuy nhién, bénh nhén nén dugc khuyén cdo dé tranh
tlep XUc vai tia cuc tim hoac anh sang mat troi & muc rong va
/' hodc manh trong qua trinh diéu tri v&i moxifloxacin.
Bénh nhan thzeu glucose—6—ph0sphate dehydrogenase:
Bénh nhan ¢ tién str gla dinh c6 su thiéu hyt glucose-6-phosphate
dehydrogenase thyc té dé bi phan (ng tan mau khi diéu trj bang
quinolon. Do d6, moxifloxacin nén dugc sir dt_mg than trong &
nhitg bénh nhan nay.
Bénh nhan c6 van dé vé dimg nap véi galactose, thiéu Lapp
Lactase hodc kém hqp thu glucose-galactose: Khuyén céo
khong nén dung thuéc nay
Bénh nhan bi viem vung chau.
D4i v6i bénh nhén c6 bénh viém viém ving chau c6 bién chimg
(vi du: c6 lién quan dén ap xe voi trimg hodc vang chiu), khuyen
cao nén dung duodng tinh mach, khong nén dung dudng udng.
Bénh viém xuong chau ¢6 thé do vi khuan Neisseria gonorrhoeae
khang fluoroquinolon. Vi vay trong nhing truong hop nhu vay,
moxifloxacin theo kinh nghiém nén-dugc phdi hop véi mot khang
sinh thich hgp khac (vi du nhu mot cephalosporin) trir truong hop
Neisseria gonorrhoeae khang moxifloxacin c6 thé bi loai trir. Néu
cai thién vé mit lam sang khong dat dugc sau 3 ngay diéu tri, nén
xem xét lai li¢u phap nay.
A’nh huaong toi cac xét nghiém sinh hoc:
Piéu tri bang moxifloxacin c6 the gay anh huorng to1 xét
nghi€ém Mycobacterium spp. vi bang cach trc ché sy ting
trudng mycobacterial gay ra két qua 4m tinh gia trong cac
mau lay tir nhitng bénh nhan dang dung moxifloxacin.
Bénh nhén nhiém MRSA:
Khéng nén dung moxifloxacin dé didu tri nhiém khuan
MRSA. Trong truong h0'p nghi nhiém khuan hoic khang dinh
bi nhiém khuan MRSA, nén bat dau diéu tri vi mot chat
khang khuan thich hop.
Céc phan ung ¢6 hai nghlem trong c6 kha nang khong héi phuc
va gay tan tat, bao gdm viém gan, dut gn, bénh ly than Kinh
ngoai bién va cac tic dung bat loi trén than kinh trung uong.
Céc khang sinh nhém ﬂuoroqumolon co lién quan dén cac
phan ng cd hai nghiém trong c6 kha nang gay tan tat va
khong hdi phuc trén cac hé co quan khac nhau cia co thé.
Céc phan tmg nay c6 thé xuit hién dong thoi trén cung bénh
nhan. Cac phan g cé hai thuong dugc ghi nhan gom viém gan,
dut gén, dau khép, dau co, bénh Iy than kinh ngoai vi va cac tac
dung bat loi trén h¢ thong than kinh trung wong (ao giac, lo au,
trdm cam, mat ngu, dau dau nang va lu lan) Cac phan Urng nay
c6 thé xay ra trong vong vai glor dén vai tuan sau khi sur dung
thuoc Bénh nhén ¢ bat ky tudi nao hodc khong co yeu t6 nguy
co ton tai fir trudc déu cd thé gap nhimg phan (g c6 hai trén.
Ngurng st dung thudc ngay khi c6 dau hiéu hoic triéu chirng
dau tién ca bat ky phan ung c6 hai nghi€ém trong nao. Thém
vao do, tranh sir dung cac khang sinh nhém fluoroquinelon
cho cac bénh nhén da timg gdp cac phan img nghiém trong
lién quan dén ﬂuoroqumolon
[Sir dung thudc cho phu nir c6 thai va cho con bu]:
Thoi ky mang thai:
Vi nguy co anh hudng d6i vai thai nhi rat 1én, do d6 khong
st dung moxifloxacin khi dang mang thai.
Thoi ky cho con bi:
Thuc nghiém tién 14m sang cho thay moxifloxacin phan b
mot lugng nho vao trong stra, do do khong dung
moxifloxacin cho ngudi dang cho con bu vi thudc co thé giy
tac hai cho tré nho. Trong truong hop can thiét phai dung
moxifloxacin, sau khi da can nhac lo1 ich — nguy co, thi can
ngung cho con bu trong thoi gian dung thudc.

|Anh hm ciia thudc Ién kha ning lii xe, van hanh may mécl:
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Anh huong trung binh: Than trong kh1 dung cho ‘nguoi lai xe va

van hanh may méc vi thude vi’ co thé gay hoa mit, chong mat
|[Twong tat twong ky cua thuoc)]: '
Twong tac cua thuéc

Twong tac véi cac san pham thudc ﬂif

Mot tac dung cong thém vao viéc kéo dai thoi gian QT cua
moxifloxacin va cac san pham thuoc khac cé the kéo dai
khoang QT khong thé bi loai trir. Dleu nay co thé dan dén ting
nguy co rbi loan nhip that, bao gom ca xoan dinh. Do do, khong
nén ph01 hgp moxifloxacin véi bat ky san pham thubc sau day:
- Chéng logn nhip tim loai IA (vi du quinidine,
hydroqumldlne disopyramide)
- Chéng loan nhip tim loai IIT (vi du amiodarone, sotalol,
dofetilide, ibutilide)
- thude chdng loan than (vi du phenothiazines, pimozid,
sertindole, haloperidol, sultopride)
- thubc chéng trim cam ba vong
- mot s6 thudc khang khuan khac (saquinavir, sparfloxacin,
erythromycin IV, pentamidine, thude sét rét dic biét 1a
halofantrine)
- thudc chéng di (mg (terfenadine, astemizole, mizolastine)
- Loai khag (cisapride, vincamin IV, bepridil, diphemanil).
Moxifloxacin nén dugc su dung than trong ¢ nhitng bénh nhéan
dang dung thude o thé 1am giam murc kali (vi du nhu thude
loi t1eu loat thiazid va thude lgi tiéu vong, thudc nhudn trang
va thudc thut [lleu cao], corticosteroid, amphotericin B) hodc
thudc c6 c6 thé gay ra nhip tim chdm dang ké trén 1am sang.
Nén dung véi khodng cach 6 gio gitra thudc ¢6 chira cation
c¢6 hoa tri 2 hodc 3 (vi du thube khang acid chira magle hodc
nhdm, vién nén didanosine, sucralfat va cac thudc c6 chira sit
hodc kém) va moxifloxacin.
Viéc sir dung dong thoi vai than hoat tinh vai liéu 400 mg
moxifloxacin udng da dén t6i viéc giam hap thu thudc va
giam kha dung toan than cua thude trén 80%. Do dé, viéc sir
dung ddng thoi hai loai thuoc nay khong duoc khuyén céo
(ngoai trur truong hop qua lidu).
Sau khi diing liéu 13p lai & nhitng ngudi tinh nguyén khoe
manh, moxifloxacin lam ting Cmax cta digoxin khoang 30%
ma khong anh hudng dén AUC hoic mirc t6i thiéu. Khong
can phéi than trong khi sir dung voi digoxin.
Trong cac nghién ciru dugc t1en hanh ¢ nhirng nguoi tinh
nguyen tiéu duong, dung phdi hop moxifloxacin duong uong
Vol gllbenclamld lam giam khoang 21% nong d6 dinh trong
huyét twong cua glibenclamid. Vé mit ly thuyet sur két hop
cuia glbenclamld va moxifloxacin ¢6 thé dan dén ting duong
huyet nhe va thoang qua. Tuy nhién, nhirng thay d6i dugc
dong hoc da thiy & glibenclamid khong 1am thay d6i cac
thong 56 dugc luc hoc (glucose mau, insulin). Do d6 khéng c6
sy tuong tac vé lam sang gitta mox1ﬂoxac1n va ghbenclam1d
Thay d01 trong INR
Mot s6 luqng 16n truong hop da chi ra sy tang hoat tinh chong
dong mau ﬁuong udng da dugc bao cao ¢ nhimng bénh nhan
ding céc thudc khang khuan, dic biét 1 ﬂuoroqumolon
1 tetracychnes cotrimoxazol va mét so
cephalosporin. Cac diéu kién viém nhiém tu61 tac va tinh trang
chung ctia b¢nh nhan dudng nhu la nhung yéu to nguy co.
Trong nhiing truong hop nay, rat kho de danh gia xem li€u
nhiém khuan hoic diéu tri c¢6 giy ra rbi loan INR hay khong
Nén than &ong theo doi INR thuorng xuyén. Néu cén, liéu luong
thude chdng déng du'ong udng phai dugc diéu chinh thich h0'p
Cac nghién ctru 1am sang cho thay khong c6 su trong tac nao sau
khi dung phdi hop voi moxifloxacin vOi: ranitidin, probenecid,
thudc ngtra thai dang uéng, bo sung calci, morphin ding dudng
tiém hay ngoai da, theophyllm cyclosporin hoéc itraconazol.
Cac nghién clru invitro v61 enzym cytochrome P450 ¢ nguoi ho
tro nhu'ng phét hién nay. Gan nhu khong thé xem xét nhitng két
qua nay 1 trong tac chuyén hoda qua enzym cytochrome P450.
Tuong tac véi thuc pham
Moxifloxacin khong c6 tuong tac trén lam sang voi thyuc
pham bao gdm céc san pham tir sira.

Twong ky cua thudc

Do khéng c6 cac nghien ctru vé& tinh trong ky cua thudc,
khong tron 13n thuoc nay voi cac thudce khac

[Tac dung khéng mong mudn ciia thudc]

Ngoai bugn ndn va tiéu chay, cac tac dung khong mong mudn
khac d3 durge ghi nhan véi tan suat dudi 3%

- Thuorng‘ gap (= 1/100 to < 1/10)

1 gép (2 1/1,000 to < 1/100)

- Hlem p (= 1/10,000 to < 1/1 000)

- Rat hlem gap (< 1/10,000)

Héco | Thuwong | Itgip | hiém gip | Rat hiém
quan gap
Nhiém Boi nhiém do
khuan | |vikhuanhodc
- |nam khang
thudc nhur:
nam candida
O miéng va
am dao
Roi loan Thiéu méu Mirc
mau va Giam bach Prothrombin
bach huyét céu (s) tang/INR giam
giam bach cau Giam bach
trung trinh cau hat
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) Giam tieu cau
Téng tiéu ciu &
nguyen phat
Téng bach
cdu 4i toan
Thoi gian
prothrombin
kéo dai/INR
tang lén
Roi loan hé Phanimgdi |S6c phan vé,
mién dich {mg (xem muc | rat hiém

than trong khi truomg hop

dung thuoc) |de doa dén
tinh mang.
Phu né / phu
‘mach (bao
gbm ca phu
¢ thanh quan,
c6 kha nang
de doa dén
tinh mang)

Réi loan Ting lipid | Ting duong |Ha duong

chuyén hoa mau huyeét huyét

va dinh Tang acid

dudng uric mau

R6i loan Cam giac lo |R6iloan cam |R&i loan giai

tAm théin du, bi kich | xte thé nhan céch

dong Tram cam (rét | R6i loan tam
hiém truomg | than (c6 kha
hopdindén |ning din dén
tu tirhodc ty |y mudn ty tir,
gy thuong | hay nd luc dé
tich), 4o gidc |ty ti)

Réi loan hé |Pau dau, Di cam, loan | Giam cam Tang cam

than kinh |chong mat |cam. giac giac =

Rdiloanvi |Réiloan vé
giac (bao gdm | mui (bao gom
mat vj gide | mét khiru gidc)
nhung rat Nhimg gidc
hiém) mo bat
Lanlonva  |thuong,
mat phuong | R6i loan van
hudéng dong, dac bigt |
roi loan giac | do chéng mit.
ngu (chi yéu Dong kinh bao
la méat ngu) | gom co giat do
Run ray co giat (xem
|surchong mat | phan4.4)
tinh trang mo | Quay roi ,
mang | R loan ngén
e
Chimg mat tri
i |
kinh ngoai
bién va bénh
da ddy than
kinh
Miit Ri loan thi | M thodng
giac bao gém: “|qua \
song thi va
mé mét
Tai va réi U tai
loan mé dao Thinh giac
suy giam
bao gom
diéc (thuong
héi phuc)

Tim mach | QT kéo dai 6|{QTkéodai |Chimgnhip |Loan nhip
bénh nhian  |Pénh trong nhanh that | tim khong
ha kali mau |nguc Ngat xiu (cap | xac dinh

Nhip tim tinh va méty | Xoin dinh
nhanh thirc trong | Ngung tim
Rung tam nhi | thoi gian

Pau thit ngyc | ngén)

Roi loan Gidn mach |Téang huyétép Viém mach

mach mau Ha huyét ap

Roi loan hé Khé th (bao

hip, nguc va gom diéu kién

trung that hen suyén)

Réi loan Budnnén, |[Chanan Kho nuét

dwong tiéu |ndn, dau Téo bon Viém migng

hoéa bung, tiéu |Chimgkhé |Viémdai
chay tiéu trang lién

Pay hoi quan dén

Viém da day |khéang

Tang amylase | sinh(bao gom
wém dai tring
mang gid, rat
hiém truong
hop de doa
tinh mang)
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Roi loan Téang Suy gan (bao | Vang da viém gan
chirc niing | transaminase | g0m ting Viém gan (chi | cép ¢6 kha
gan, mat LDH) yéula rmat) |ning ¢ dan
Tang bilirubin dén suy gan
Téng de doa tinh
gamma-gluta mang
myl-transfera
T 4
Tang '
phosphatase
kiém méu
Da Ngura Phan Umg da
Phat ban bong nude
Noi mé day | nhu hdi chimg
Da kho Stevens-Johns
on hodc hoai
tir thuong bi
nhiém doc (c6
thé de doa
tinh mang)
Co xuwong Paukhép |[Viémgan |Putgin
va mo lién Dau co Chudt rat Viém khép
két ' Cogidtco |Cimgco
Yéu co Lam trAm
trong thém céc
triéu chimg
nhugc co.
Roi loan Mat nudc Suy than
chirc niang (bao gom
than va tiét tang BUN
niéu va creatinin)
Cac roi loan Cam thay Phu né
khac khong khoe
(chu yéu suy
nhugc hodc
mét moi)
Dau nhirc
(bao gom dau
¢ lung, ngurc,
khung chau
va cac chi)
d6 mo héi

C6 rat hiém truong horp cac phan trng phu sau day duogc bao
c4o sau khi diéu tri voi cac ﬂuoroqulnolon khac, co thé ciing
c6 thé xay ra trong qua trinh dleu tr1 voi moxifloxacin: ting
kali mau, ting calci mau, thiéu mau tan mau, tidu co van,
phan (rng nhay cam vé1 anh sang
Thong bao ngay cho bac s1 néu gap phai tac dung khong
mong muon khi dung thudc
[Qua liéu va cach xir tri]:
Qua lieu: Chua ghi nhan cic triéu ching cu thé khi dung
thudc qua liéu
Cich xir tri khi diing thubc qud i liéu: Khi uong qua lleu
moxifloxacin, khong c6 thudc dic hiéu dé diéu tri, chu yeu la
diéu tri triéu chimg va diéu tri hd trg. Theo ddi dién tam do it
nhét trong vong 24 gid vi ¢6 thé khoang QT kéo dai hoac loan
nhip tim. Viéc sir dung dong thoi voi than than hoat tinh véi mt
liéu 400 mg moxifloxacin duong udng s& lam giam kha dung
toan than cua thuoc trén 80%. Viéc str dung than hoat tinh sém
trong qua trinh hap thu c6 thé hiru ich dé tranh tang ‘qua muc tlep
xtic toan than véi moxifloxacin trong truong hop udng qua liéu.

[Pac tinh dwge luwe hoc]

Nhom dwge ly: Khang sinh thu¢c nhém fluoroquinolon
Mi ATC: JOIMA14
Moxifloxacin la thudc khang sinh thugc nhoém ﬂuoroqumolon
co tac dung diét khuan véi ca vi khuan Gram duong va Gram
am bang céch irc che topmsomerase IIvalV. Topmsomerase
la nhu'ng enzym can thiét gitp sy tai tao, stra chira va sao chép
ADN vi khuan. Nhan 1,8-napthyridin cia moxifloxacin ¢ cac
nhom thé 8- methoxy va 7- dlazablcyclononyl lam tang tac
dung khang sinh va giam su chon loc cac thé dot bién khang
thudc cua vi khuan Gram duong. |
So vdi ciprofloxacin, levofloxacin, va ofloxacin, moxifloxacin
¢d tac dyng invitro tot hon dbi véi Streptococcus pneumoniae. (bao
g0m ca chung khang pemcﬂm) va co tac dung tuong duong doi voi
cac vi khuan Gram 4m va nhiing vi khuan gy viém ph01 khong
dién hinh (Chlamydia pneumoniae, Mycoplasma prneumoniae,
Legionella spp). Moxifloxacin ¢6 tdc dung ca invitro va trén lam
sang véi hau hét cac ching Staphylococcus aureus (ching nhay
cam voi methicillin), Streptococcus pyogenes, Haemophilus
influenza, H. parainfluenzae, Klebsiella pneumoniae, Moraxella
catarrhalis, Chlamydia pneumoniae, va Mycoplasma pneumoniae.
Moxifloxacin con c6 tac dung invitro v&i Staphylococcus
epidermidis (chung nhay cam v&i methicillin, Streptococcus
agalactiae, Streptococcus pneumoniae (chung khang penicilin)
nhom Streptococcus viridans, Enterobacter cloacae, E. coli,
Klebsiella oxytoca, Legionella pneumophila, Proteus mirabilis,
Fusobacterium spp, nhung cho dén nay hiéu luc va d an toan cua
moxifloxacin d6i véi cac bénh nhiém khuén néu trén giyra van
chua duge tién hanh thir nghiém ldm sang co kiém soat day du.

Sw dé khdng: Nhimg co ché khang thudc 1am bét hoat cac
penicillin, cephalosporin, aminoglycosid, macrolid va tetracyclin
khdng anh hudng té1 hoat tinh diét khuén ctia moxifloxacin.
Khong c6 dé khang chéo gitta moxifloxacin va nhimng thudc nay.
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Khong thay khéng thu6e qua trung gian plasmld cho den nay. -
Nguo1 ta nhan thay phén nira C8- Methoxyl gop phan vao
tang hoat tinh va giam chon loc cua cac dot bién khang thude
cua cac vi khuan Gram duong thap hon so véi phan nira
C8-H. Su c6 mit cua chét thay thé bicycloamine to 16n tai vi
tri C7 ngan can su bom ra (efflux) chi dong, mot co ché dé
khang véi fluoroqumolone

Céc nghién ctru in v1tro da chirng minh dugc sy dé khang voi
moxifloxacin phat trién timg budc do dot bién tai chd véi ca
topoisomerase 11, DNA gyrase va topoisomerase 1V.
Moxifloxacin 14 mot chat nén nghéo cho cac co ché thai hoat
tinh trong cac vi khuan gram duong.

Su khang thu6c chéo glua cac quinolone ciing da dugc theo
doi. Tuy nhién, mot so vi khuan gram duong va vi khuan ky khi
khéng cic quinolone khéac van con nhay cam véi moxifloxacin.
Piém giy (Brea kpoint)

Gia tri MIC theo chuian EUCAST va diém gy theo phuong
phap khuéch tan khang sinh trong thach tir dia voi
moxifloxacin (01.01.2011):

Vi khuén nhay cim . Khang thude
Staphylococcus spp. | <0.5 mg/l > 1 mg/l
> 24 mm <21 mm
S. pneumoniae <0.5 mg/l > 0.5 mg/Il
> 22 mm > 22 mm
Streptococcus nhom | < 0.5 mg/l > 1 mg/l
B, C.G > 18 mm <15 mm
H. influenzae < 0.5 mg/l < 0.5 mg/l
> 25 mm > 25 mm
M. catarrhalis 1 <0.5mg/l > 0.5mg/l
> 23 mm <23 mm
Enterobacteriaceae | <0.5 mg/l {0 >1 mg/l
> 20 mm ‘ <17 mm .
Diém giy khéng phy | <0.5 mg/l > 1 mg/l
thudc chung vi
khuén*
* Piém gy khong phu thudc ching vi khudn duge xéc dinh
dya trén co s¢ dir ligu pK/pD va khong phu thudc vao phan
b6 MIC cua chung nhat dinh, dugc sir dung chi cho nhiing
ching ma khong cé diém gdy xac dinh va khong dung cho
nhimg chiing ma tiéu chi giai thich vén can duoc xéc dinh.

Pho khang khuan:

Cic chiing vi khuin nhay cim

Vi khuan gram duong hiéu khi:

Gardnerella vaginalis

Staphylococcus aureus* (nhay cam véi methicillin)
Streptococcus agalactiae (Nhé6m B)

Streptococcus milleri nhém* (S. anginosus, S. constellatus va
S. intermedius)

Streptococcus pneumoniae™

Streptococcus pyogenes* (Nhom A)

Streptococcus viridans nhom (S. viridans, S. mutans, S. mitis,
S. sanguinis, S. salivarius, S. thermophilus)

Vi khuén gram am hiéu khi:
Acinetobacter baumanii

Haemophilus influenzae™
Haemophilus parainfluenzae*
Legionella pneumophila

Moraxella (Branhamella) catarrhalis *

Vi khuan ky khi
Fusobacterium spp.
Prevotella spp.

Céc vi khuan khac

Chlamydophila (Chlamydia) pneumoniae™*
Chlamydia trachomatis*

Coxiella burnetii

Mycoplasma genitalium

Mycoplasma hominis

Mycoplasma pneumoniae™*

Cic chiing c6 thé khing thudc

Enterococcus faecalzs
Enterococcus faecium* ;
Staphylococcus aureus (khang methicillin)*

Vi khuan gram am hiéu khi:
Enterobacter cloacae™
Escherichia coli*
Klebsiella pneumoniae**
Klebsiella oxytoca
Neisseria gonorrhoeae™*
Proteus mirabilis*

Vi khuan ky khi
Bacteroides fragilis*
Peptostreptococcus spp.*
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Vi khuin khang thudc

Vi khuén gram am hiéu khi:
Pseudomonas aeruginosa

*Hoat tinh da dugc chirng minh mét cach théa dang ¢ nhing
chung nhay cam trong cac nghién ctru lam sang vai cac chi
dinh 1am sang dugc chap thuan.

#Céc chiing sinh ESBL thuong khang fluoroquinolon ,
*Mirc d6 khang thudc > 50% da ghi nhan & mét vai quéc gia

[Dﬁc tinh duwgc dong hoc]

« Hap thu va sinh kha dung: Sau khi uong, moxifloxacin
dugc hap thu mét cach nhanh chong va gan nhu hoan toan.
Sinh kha dung tuyét doi cua thudc dat khoang 91%.

Duogc dong hoc cua thude tuyen tinh trong gidi han sir dung mét liéu
duy nhat tir 50- 800mg cho dén heu 600mg mot lan/ngay trong 10
ngay. Sau khi uong lieu 400mg, nong d6 dinh muc 3 lmg/L dat
dugc trong 0,5-4 gio sau khi ubng. Nong do cao nhat va thap nhat
trong huyét trong (khi uong | liéu 400mg mdi ngdy) tuong (g la 3,2
val 6mg/L O tinh trang On dinh, sy phén bd ctia thude trong khoang
thot gian gura 2 liéu 1a xap xi 30% cao hon sau khi ding liéu dau tién.
« Phin bo: Moxifloxacin dugc phan bd nhanh chéng den cac
khoang ngoai huyét quan. Sau khi dung liéu 400mg nong do
AUC dat 35mgh/I. Thé tich phan bd on dinh x4p xi 2 I/kg. Thuc
nghlem invitro va exvivo da xac dinh dugc la mdt protein gin
ket xap xi 40-42% khong phu thudc vao nong dd cua thudc.
Moxifloxacin chu yéu gan két vao albumin huyét thanh

Nong d6 dinh dugc ghi nhan dudi dy sau khi ding liéu duy
nhat 400mg;

Mo Nong dd Ti 1é v6i huyét twong
Huyét tuong 3.1 mg/l -
Nudc bot 3.6 mg/l 0.75-1.3
Dich n6t phong 1.6! mg/l | 1.7
Niém mac phé quan 5.4 mg/kg  REOR
Pai thuc bao phé nang 56.7 mg/kg . 18.6 - 70.0
Dich biéu mo 20.7 mg/l 5.7
Xoang ham 7.5 mg/kg 2.0
Xoang sang 8.2 mg/kg 2.1
Polip miii 9.1 mg/kg 2.6
Dich k& 1.0? mg/I 0.8 - 1.423
110 gio sau khi dung

2 Nong do khéng gin két

3 Tir 3-36 gio sau khi dung

e Chuyén héa: Moxifloxacin trai qua chuyén hoa sinh hoc Pha
II va dugc dao thai qua con dudng than va mat/phan dudi dang
thu6c khong chuyén hoa ciing nhu dang phire hop sulpho (M1)
va mot glucuromd (M2) M1 va M2 la chat chuyén hoa duy
nhat lién quan v&i ngudi, ca hai déu la chat khong cé hoat tinh
vé mit vi sinh hoc. Trong nghién ctru lam sang pha I va nghién
ctru invitro khong quan sat thay cac tuong tac vé chuyén hoa
duge dong hoc véi cac thude khac dang & giai doan chuyén
hoéa sinh hoc pha I lién quan dén cac enzym Cytochrome
P-450. Khéng c6 diu hiéu cta chuyén hoa do oxi hoa.

* Thai trir: Moxifloxacin dugc bai xuat tir huyet tuong voi
thoi gian ban huy trung binh xap xi 12 gio. Tong thanh thai
trung binh toan than sau khi dung liéu 400mg vao khoang
179 dén 246mL/phut. Do thanh thai cua than duge do vao
khodng 24-53mL/phut, goi y cac 6ng than di tai hap thu mot
phan thudc tai than.

Sau khi dung liéu 400 mg, sur khoi phuc tir nude tiéu (xap Xi
19% véi thudc chua chuyen hoa, 2,5% voi M1, va 14% véi
M2) va tir phan (xp xi 25% véi thude chua chuyen héa, 36%
vl M1, va khong khéi phuc volr M2)

Su dung dong thoi vai ranitidin va probenecid khong 1am
thay d6i d6 thanh thai thudc ¢ than.

* Nguoi lom tudi va bénh nhén co thé trong thap: Nong do
thudc trong huyét tuong cao hon di dugc ghi nhan ¢ ngudi
tinh nguyén khoe manh co6 thé trong thap.

« Ton thwong chirc niing than: Dugc dong hoc cua
moxifloxacin khong bi thay doi dang ké & nhirng bénh nhan
c6 ton thuong chirc ning than (ké ca khi do thanh thai
creatinine > 20mL/phtt/1,73m2 ). Khi chirc néng than bi suy
glam nong do cua chat chuyén hoa M2 (glucuronid) tang 1én
vGi hé 0 2,5 (d) thanh thai creatinine < 30mL/phut/ 1,73m2)
 Ton thwong chirc nang gan: Nong dé ciia moxifloxacin
trong huyét teong ¢ nhimg bénh nhan suy chic ning gan ¢
mirc d6 nhe dén ning (Child Pugh A dén C) khong thay co
cac khac biét lién quan dén 14m sang khi so v6i nhimg ngudi
tinh nguyén khoe manh. Chirc nang gan bi suy giam c6 lién
quan dén viéc tiép xiic vdi M1 trong huyét tuong cao hon.
[Quy cach dong g6|] Hop 1 vix 5 V1en hop 1 vix 7 vién
[Dleu kién bao quén, han dung, tiéu chuéin chat hrong ciia thudc]
Piéu kién bao quan: Noi kho mat, tranh anh sang, nhiét do
dudi 30°C n .

Han dung: 2 nam ké tu ngay san xuat

Tiéu chuin chit lwgng cia thuoc Nha san Xuat

[Tén, dia chi ciia co s& san xunat ciia thuoc]

Bluepharma- Industria Farmaceéutica, S.A.

Sdo Martinho do Bispo 3045-016 Coimbra, B Dao Nha

804423702



