chi dung theo domn thube

Thudc nhé méit

QUIMOX
Moxifloxacin Smg/ml (0,5% kl/tt)

Dé xa tim tay tré em
Doc kj hwéng déan sir dung trude khi ding

THANH PHAN CONG THU'C THUOC:
Thanh ph?m hoat chat:
M5bi Sml dung dich chira:

MoxifloxXacin.........oooveiiiiiiiieninnnns 25,00mg (0,5% kl/tt)
(Duéi dang Moxifloxacin hydrochloride ............. 27,25mg).
Thanh phin ta dugc:

Boric acid, sodium chloride, sodium hydrochloride 5M va nuée tinh khiét.

DANG BAO CHE: Dung dich nh6 mit.
MO TA: Dung dich trong sudt, mau vang hoi xanh.

CHI PINH:

Thudc Quimox dwge chi dinh trong diéu tri viém két mac do vi khuin gay ra boi cac chung vi
khuén nhay cam ciia cc vi sinh vét sau day:

Vi sinh vit Gram dwong hiéu khi

Corynebacterium species™

Microbacterium species

Micrococcus Iuteus® (bao gom cac chung khang erythromycin, gentamycin, tetracyclin va/hodc
trimethoprim).

Staphylococcus aureus (bao gdm céc chung khang methicillin, erythromycin, gentamycin,
ofloxacin, tetracycline va/hodc trimethoprim).

Staphylococcus epidermidis (bao gom céc ching khang methicillin, erythromycin, gentamycin,
ofloxacin, tetracycline va/hodc trimethoprim).

Staphylococcus haemolyticus (bao gom céc ching khang methicillin, erythromycin, gentamycin,
ofloxacin, tetracycline va/hodc trimethoprim).

Staphylococcus hominis (bao gdm céc chung khang methicillin, erythromycin, gentamycin,
ofloxacin, tetracycline, va’hodc trimethoprim).

Staphylococcus warneri' (bao gdm cac chiing khang erythromycin).

Streptococcus pneumoniae (bao gdm céac ching khang penicillin, erythromycin, tetracycline
va/hodc trimethoprim).

Stretococcus viridans (bao gbm cdc ching khang penicillin, erythromycin, tetracycline va/hodc
ttrimethoprim).

Vi sinh vit Gram am hiéu khi

Acinetobacter species

Haemophilus alconae (bao gom cac ching khang ampicillin).
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influzenza (bao gom cac chung khang ampicillin).
arainfluenzae”

Cac vi sinh vét khac

Chlammydia trachomatis

*Hidu qua trén vi sinh vat ndy dugc nghién ctru & it hon 10 sy nhiém khuan.
Ngoai ra, thudc nho mit Quimox dwoc sir dung trong cac trrdng hop sau:

- Pidu tri viém loét gidc mac.

- Diing trude va sau md dé dé phong nhiém tring.

CACH DUNG, LIEU DUNG:

Liéu ding

Sir dung ¢ nguoi Iém, ké ca ngueoi cao tuéi

Nhoé 1 giot vao mét bi viém 3 lan/ngay, ding thudc trong 7 ngay.

Tinh trang viém thudng duoc cai thién sau 5 ngay, can tiép tuc diéu tri trong 2 - 3 ngay nita. Néu
tinh trang viém khong dugc cai thién sau 5 ngay diéu tri, nén xem xét lai viéc chan doan va/hoic
diéu tri.

Sur dung o tré em

Khéng can chinh liéu.

Str dung ¢ nguoi suy gan va suy thdn

Khéng cén chinh lidu.

Cach dung

Chi dung dé nho mit. Khong duge tiém. Khong duge tiém thude nhé mat moxifloxacin dudi két
mac, va ciing khong duoc dua thude truc tiép vao tién phong clia mét.

P& tranh tap nhidm vao d4u lo nho thude, khong dugc dé dau nho thude tiép xiic véi mi mit, ving
xung quanh mét hodc bt cir bé mit nao.

Sau khi thao nip, néu vong gin dam bao bi long, can g& bo trude khi ding.

Huwéng dan sir dung, xir Iy va hity bé

Thude chwa sir dung hoic rac thai nén duge hity bo theo quy dinh cua dia phuwong.

CHONG CHI PINH:
Chéng chi dinh dung cho cac bénh nhan c6 tién sir qua man véi moxifloxacin, cac quinolon khac
hodc voi bit ki thanh phan nao ciia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

O ngudi bénh ding quinolon dwdng toan than, ké ca moxifloxacin, d c6 bao cdo thinh thoang
Xdy ra cac phéan tmg ting man cam (qua méin) trdm trong va d6i khi gdy tir vong, mot vai trudmg
hop xay ra ngay lidu khi dau diéu tri. Ngimg ding thudc ngay 1ap tirc va thong bao dén bac sy
ngay khi c6 déu hiéu déu tién cua phan tmg nbi mén hodc di tmg. M6t s phan img di kém nhu
truy tim mach, bat tinh, phinh mach (bao gom phu thanh quan, héau hoic mat), tic nghén dudng
hé hép, kho thd, may day va ngia.

Néu phan tng dj tmg v6i moxifloxacin xay ra, can ngung ding thude. Vi cac phan (mg qua man
cép tinh nghiém trong can phai tién hanh diéu tri cp ciru ngay lap tirc. Nén tién hanh kiém sodt
duong thd va cung cép oxy tuy theo chi dinh lam sang.
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4c thuoe chong nhiém khuén khac, ding thudc kéo dai c6 thé dan dén ting sinh qua
3 nh vét khong nhay cam, bao gém ca nam. Néu xay ra bdi nhiém can ngung ding

Viem va dit day ching cé thé xay ra khi sir dung ﬂuoroqumolon duong toan than, bao gbm ca
moxifloxacin, dic biét & nhitng bénh nhan cao tudi va nhimng nguoi dang diéu tri ddng thoi
corticosteroid. Do d6, cin ngimg diéu tri bing thudc nhé mat Quimox ngay khi ¢6 d4u hiéu diu
tién cua viém day ch’fmg.

Canh bdo ta dwgc

Boric acid

Khéng diing cho tré em dudi 2 tudi béi vi thude ny c6 chita boron va c6 thé gay hai dén kha ning
sinh san cua tré sau nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir cé thai

Co6 rat it hodc khong c6 dir ligu vé viéc sur dung thudc nho mét moxifloxacin trén phu nir mang
thai. Tuy nhién du kién thuéc khong anh huéng dbi véi phu nit mang thai vi su hép thu toan thén
moxifloxacin tir ché phim nhé mit 1 khong dang ké.

Vi khong co cac nghién ctru ¢6 d6i chimg va ddy du ¢ phu nir mang thai, thudc nho mit Quimox
chi nén dung trong thoi ky mang thai khi lgi ich sir dung cho ngudi me cao hon nguy co ¢6 thé
xay ra cho bao thai.

Phu ni¥ cho con bi

Chua biét liéu moxifloxacin c6 dugce bai tiét vao sira me hay khong. Céc nghién ctru trén dong vat
cho thiy sau khi uéng moxifloxacin, thudc dugc bai tiét véi ndn g do thap trong sita me. Tuy nhién,
dur kién & muc lidu diéu tri thudc nhé mét Quimox khong gy anh huong déi véi tré bl me.

Nén thén trong khi dung thuéc nhé méit Quimox trong thai ky cho con bu.

Kha nang sinh san

Céc nghién ctru nham dénh gia vé anh huéng ciia dung dich nhé mét moxifloxacin dén kha ning
sinh san chwa duoc tién hanh.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Ciing giéng nhu bt cir thudc nho mét nao khéac, nhin mo tam thoi va céc réi loan thi giac khac ¢o
thé anh hudng téi kha nang 1ai xe hodc van hanh may moc. Néu c6 hién twong nhin md sau khi
nho mét, bénh nhén phai chd dén khi nhin rd lai méi duoc 1ai xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thude:

Céc nghién ciru vé& tuong tac thude-thude chwa duoc tién hanh voi thude nhoé mét moxifloxacin.
Céc nghién ciru in vitro cho thdy moxifloxacin khong ¢ ché CYP3A4, CYP2D6, CYP2C9,
CYP2C19 hay CYP1A2, vi vy thude it co kha ning anh huéng dén duoc dong hoc ciia cac thude
chuyén hoa boi cac isoenzyme cytochrom P450 nay.

Do sau khi nhé mit thudc nay, ndng d6 toan thin cia moxifloxacin thip nén tuong tac thude-
thudc hau nhu khong xay ra.
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C dung khéng mong mubn sau diy da dugc béo céo trong cac thir nghiém lam sang voi dung
dich nhé mit moxifloxacin va duoc phén loai theo quy w6c sau: rat thuong gép (> 1/10); thuong
gap (= 1/100 d@én < 1/10); it gap (> 1/1.000 dén < 1/100); hiém gap (> 1/10.000 dén < 1/1.000);
rdt hiém gdap (< 1/10.000). Trong mdi nhém tan sudt, cic tac dung khong mong mubn duoc sip
xép theo thir tr mirc d¢ nghiém trong giam dan.

Phén loai theo hé thong co
quan

Tac dung khéng mong mudn

R6i loan méu va hé bach huyét

Hiem gap: Giam hemoglobin

R&i loan hé thin kinh

It gap: Pau déu
Hiém gap: Chimg di cam

R6i loan mat

Thirong gdp: Pau mit, kich ung mat

It gap: Viém gidc mac chim, khé mit, xuit huyét két mac,
sung huyét mat, phi né mi mét, dong vay bd mi, khé chiu &
mit

Hiém gap: Khuyét biéu mo gidc mac, roi loan giac mac, viém
két mac, viém bd mi, sung mit, phu két mac, nhin mo, giam
thi lyc, moi mét, ban d6 mi mét

R&i loan hé hip, 1dng nguc va
trung thit

Hiém gap: Khoé chiu ¢ mii, dau thanh quan — hau hong, cam
gidc co di vit (¢ hong)

R6i loan da day — rudt

It gdp: Loan vi giac
Hiém gap: Non

Réi loan gan — mat

Hiém gap: Ting men chuyén héa amino alanin, ting men
chuyén héa gammaglutamyl

Céc tac dung khong mong mudn khac duoc xac dinh tir cac gidm sat sau khi lvu hanh duoc 1iét

ké sau day.

Khéng thé uéc tinh tin suat tir nhimg dit lidu c6 sin. Céc téc dung khong mong mudn trong mdi
hé co quan dugc sip xép theo thir tw mirc d6 nghiém trong giam dan.

Phén loai theo h¢ théng co quan T4c dung khéng mong muén
R&i loan hé mién dich Qué min
Roi loan hé than kinh Chéng mat

ROi loan mat

Viém loét gidc mac, viém gidc mac, ting tiét nudc mit,
chimg s¢ anh sang, tiét gi mat

Réi loan tim Tim dép nhanh
RG1 loang ho hap, 16ng nguc va Khé th

trung that

Réi loan da day, rudt Budn nén

R6i loan da va mo dudi da

Ban do, ngira, phat ban, may day

Théng bdo ngay cho bac sy hodc dwgc sy nhitng phan tmg cé hgi gdp phdi khi sir dung thuéc.
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cua ché pham nay, du doan khéng c6 doc tinh khi nhé mat qua liu hodc khi nuot
thudc vao duong tiéu hoa.

ayong hop qua liéu thude nhé mat moxifloxacin nao duge bao cao. Khi nho mat qua lieu

. by / A 4 ¥ o A A S 1s A

F0x g0 thé rra mat ngay bang nudce am dé loai bo thudc.

PAC TINH DUQC LUC HOC:

Nhém dwoe Iy: Thudc nhin khoa, chéng nhiém khuan, cac thude chdng nhiém khuén khac.

Mi ATC: SO1AEQ07

Co ché tic dung

Moxifloxacin 12 mét fluoroquinolon thé hé 4, co6 tac dung wc ché men DNA gyrase va men
topoisomerase IV 1a cdc men can thiét tham gia vao qué trinh sao chép, chinh sira va tai tao DNA
ctia vi khuén.

Co ché khang thude

Su d& khang cia vi khuén véi cac fluoroquinolon, ké ca moxifloxacin, thudng xay ra do dét bién
nhiém séc thé trong cac gen ma hoa men DNA gyrase va men topoisomerase IV. O vi khuén Gram
am, su dé khang v6i moxifloxacin ¢6 thé do sw dot bién trong cac hé théng men mar (khang da
khang sinh) va gnr (khang quinolon). Sy dé khéng chéo giita moxifloxacin va cic khang sinh
beta-lactam, macrolid va aminioglycosid khé c6 thé xay ra do su khic nhau vé co thé tic dung
cuia cac khang sinh nay.

Gia tri ngudng

Ngudng ndng dd rc ché tdi thiéu (MIC) (mg/l) duge thiét 1dp béi Uy ban chau Au vé thir nghiém
tinh nhay cam khang sinh cuia vi khuin (EUCAST) nhu sau:

e Cac loai Staphylococcus S<05R>1
e Streptococcus A, B, C, G S<0,5,R>1
e Streptococcus pneumoniae S<0,5,R>0,5
e  Haemophilus influenzae S=05 R>05
o  Moraxella catarrhalis S<0,5,R>0,5
e Ho Enterobacteriaceae S<0,5,R>1
e Cac loai khac S<0,5R>1

Viéc xéc dinh ngudng ndng dd in vitro rét hitu ich trong dy doan hiéu qua didu tri 1Am sang cua
moxifloxacin khi dung thuéc duong toan than. Gia trj ngudng nay c6 thé khong duge ap dung khi
ding thubc dé nhé mit do ndng dd thude cao hon dwge hip thu vao mit va cac dic tinh vat 1y/hoa
hoc tai mét c6 thé anh hudng dén tac dung cta thudc tai vi tri nho mat.
Tinh nhay cam
Ti 1¢ & khang véi khang sinh c6 thé khac nhau tity theo vi tri dia 1y, ciing v&i thoi diém 14y méu
va cac thong tin vé su dé khang thudce tai dia phuong 1a rat cin thiét, dac biét trong trudng hop
diéu tri cdc bénh nhiém tring ning. Khi can thiét, nén xin ¥ kién ctia cic chuyén gia trong trudng
hop khéng xéc dinh duoc ti 18 d& khang thudc tai dja phuong trude khi sir dung moxifloxacin dé
diéu tri mot sb loai nhiém tring.
CAC LOAI NHAY CAM THUONG GAP
Vi sinh vit Gram dwong hiéu khi:

Céc loai Corynebacterium, bao gdom

Corynebacterium diphtheriae

Staphylococcus aureus (nhay cam vo1 methicillin)
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m O ptOCOCCHS wrzdans
v / ram Am hiéu khi:

Haemophilus influenzae
Klebsiella oxytoca
Moraxella catarrhalis
Serratia marcescens

Vi sinh vat ky khi:
Proprionibacterium acnes

Cic vi sinh vat khac:
Chlamydia trachomatis

CAC LOAI CAN QUAN TAM PEN SU DE KHANG THUOC
Vi sinh vat Gram dwong hiéu khi:
Staphylococcus aureus (nhay cam véi methicillin)
Streptococcus pneumoniae
Streptococcus, cac loai am tinh v&i men coagulase (khdang methicillin)
Vi sinh vit Gram 4m hiéu khi:
Neisseria gonorrhoeae
Cac vi sinh vit khac:
Khéng co6

VI SINH VAT MA SU'DE KHANG VOI THUOC PA PUQC BIET TRUOGC
Vi sinh vit Gram am hiéu Kkhi:

Pseudomonas aeruginosa
Céc vi sinh vit khac:

Khong co

PAC TINH DUQC PONG HOC:

Hép thu

Sau khi dung dung dich nhé mit moxifloxacin 0,5% véi liéu 3 lin/ngay cho ca 2 mét trong 5 ngay
(1 liéu & ngay thir 5); ndng d¢ thube téi da (Cmax) trung binh trong huyét twong va dién tich dudi
duong cong (AUCom) ctia moxifloxacin lan luot 14 2 7‘ng/ml va 42ng gio/ml.

Gié tri nong do thude téi da (Cmax) nay thip hon 1667 14n so v&i ndng do thude & trang thai 6n
dinh dugc bao cédo va gia tri dién tich dudi duong cong (AUCq-) thap hon 917 1an so véi gia tri
AUCo- sau khi udng vién nén moxifloxacin 400mg. Thoi gian ban huy toan thin cua
moxifloxacin sau khi nhé mét 14 khoang 13 gio.

Phén b

Sau khi nhé mat dung dich moxifloxacin 0,5%, thudc duoc phan b6 vao phim nudc mét cia bénh
nhan. Sau 3 ngay dung thudc véi lidu 3 ldn/ngay cho 2 mit, ndng do dinh ciia moxifloxacin trong
nudc mat 1a 55,2pg/ml va nong do day sau 1 ngay dung thudc véi lidu 3 lan/ngay cho 2 mit la
4,2pg/ml. Pay ciing chinh 1a cic ndng d6 trc ché tdi thidu véi nhiéu vi khuén thuong gay viém két
mac.
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xacin phan bd rong rai vao cac moé ndi nhan vai néng dd cao nhat dat dugc ¢ giac
0. Moxifloxacin gin v6i melanin nén c6 thoi gian ban huy dai trong mong mét-thé
\du) sau khi nho mit.

AT it gén voi protein huyét tuong, ti 1& & dang khéng lién két da duge béo cdo & nam

uyen hoéa
O ngudi, moxifloxacin bi chuyén héa boi ca 2 con dudng la sulfate héa (chinh) va glucuronid hoa
(phu). Qué trinh sulfate hoa xay ra & amin thir cap ctia moxifloxacin trong khi qua trinh glucuronid
hoa xdy ra & acid carboxylic dé tao thanh acyl glucuronid. Sau khi ubng, N-sulfonate va acyl
glucuronid 14n lugt chiém x4p xi 1/3 va 1/10 ndng d6 t6i da cua thube gbe. Ti 1& dang ké acyl
glucuronid tao thanh sau khi ding dudng udng la két qua cia sw chuyén héa 1in ddu & giai doan
I1. Cé hai cht chuyén hoa N-sulfonate va acyl glucuronid dudng nhu déu khon 2 c6 hoat tinh dugc
Iy.
Cac nghién ctru vé tuong téc thude-thude chua duge tién hanh voi thube nhé mét moxifloxacin.
Céc nghién ciru in vitro chi ra rﬁng moxifloxacin hodc dang N-sulfonate ctia moxifloxacin déu
khéng trc ché cac déng dang clia P-450; CYP3A, CYP2D6, CYP2C9, CYP2C19 hodc CYP1A2.
Dua trén ndng d6 dd quan sat dugc ciia moxifloxacin trong huyét twong ngudi sau khi nho mit,
tuong tac thude-thude kho c6 thé Xay ra.
Thai trir
Sau khi ding moxifloxacin dudng toan than, trén 95% liéu dung dugc phat hién trong nuéc tiéu
va phan. Dao thai qua phén dugc tim thdy la con duong thai trir chinh. Trong phén, ca thude gbc
(chiém 25% liéu dung) va chit chuyén hoa N-sulfonate (chiém 35% liéu dung) chiém 60% téng
liéu da str dung. Khong phat hién thdy acyl glucuronid trong phén sau khi dung dudng toan théan.
Thai trir qua nudc tiéu chiém 35% tong lidu sir dung véi 20% & dang thudc gbc, 15% & dang chét
chuyén héa N-sulfonate va 5% & dang chét chuyén hoa acyl-glucuronid. Thai trir qua thén 13 két
qua cia qué trinh tdi hdp thu & dng than. Khong co su khac biét ¢ ¥ nghia vé nong do
moxifloxacin trong huyét tuong giita d6i twong khoe manh véi cac bénh nhan suy thén hodc bénh
nhéan suy gan nhe va vira. Diéu nay c6 thé 1a két qua cia sy thai trir bi boi cc con dudng qua than
va khong qua than va khong can phai diéu chinh lidu & cac dbi twong bénh nhan nay.
Dir liéu an toan phi 1am sang
Téc dung cia thudc trén cac nghién ctiru tién 1am sang chi quan sat dugc tai mic d6 phoi nhiém
di dé vuot qua mire d6 phoi nhiém t6i da & nguoi va it lién quan dén viéc sir dung trén 1am sang.

QUY CACH PONG GOI: Hop 1 lo 5ml.
PIEU KIEN BAO QUAN: Béo quin nhiét d duéi 30°C, noi kho, tranh 4nh sang.

HAN DUNG: 24 thang ké tir ngay san xuét.
Ngimg str dung sau 4 tudn ké tir khi mé nép lan déu.

TIEU CHUAN CHAT LUQNG: Tiéu chuin co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

ALFA INTES INDUSTRIA TERAPEUTICA SPLENDORE S.R.L.
Via Fratelli Bandiera, 26 — 80026 Casoria (NA), Y.
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