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Ax ‘fhum: nay cnl aung theo do'n IMUOC
Thudc nho mat

QUIMOX

Dé xa tam tay tré em
Poc ki hu'd'ng dan sir dung tru'ére khi ding

THANH PHAN:

Thanh phan hoat chat:

Mdi 5 ml dung dich chira:
Moxifloxacin....

(Dudi dang Moxifioxacin HCI....

Thanh phan ta dwoc:

Boric acid, sodium chloride, sodium hydrochloride 5M va
nuac tinh khigt,

DANG, BAO CHE: Dung dich nh mét.

MO TA: Dung dich trong sudt, mau vang hai xanh,

GHl BINH:
Thude Dunmux duoc chl dinh trong didu tri viém ket mac
do vi khuan gy ra bai cdc chiing vi khuan nhay cdm cla
cac vi sinh vat sau day:
Vi sinh vdt Gram dirong hiéu khi:
Conynebactenum species
Microbacterium species
Micrococcus futeus (bao gom cdc ching khéang
erythromycin, gentamycin, tetracyclin va/hogc trimetho-
prim).
Staphylococcus aureus (bao gom céc ching khang
methicillin, erythromycin, gentamycin, ofioxacin, te-
tracycline va/hogc trimethoprim).
Staphylococcus epidermidis (bao gom cac ching khang
methicillin, erythromycin, gentamycin, ofloxacin, le-
tracycline va/oac trimethoprim).

hylococcus haemolyticus (bao gém céc ching
khang methicillin, erythromycin, gentamycin, ofloxacin,
tetracycline va/hodc frimethoprim).
Staphylococcus hominis (bao gom céc ching khang
methicillin, erythromycin, gentamycin, ofloxacin, te-
tracycline, vafhoac h'lmeﬂ'ic-pnm)
Staphylococcus warnen (bao gdm céc ching khang
erythromycin).
Streptococcus pneumoniae (bao gom cac chung khang
pema::lilm erythromycin, tetracycline va/hodc trimetho-
prim
Treptococcus vidans (bao gom céc chiing khéng peni-
cillin, er:.rrhmm}.rcm, tetracyciine va/hodc trimethoprim).
Vi sinh vat Gram &m hiéu khi:
Acinetobacter species
Hﬁerfupm{us alconae (bao gém céc ching khang ampi-
i)
Haemophilus influzenza (bao gém céc ching khang am-
picillin).
Haemophilus parainfiuenzae
Klensialla pneumoniae
Moraxella cattarhalis
Pseudomonas aeruginosa.
Cdc vi sinh vat khdc:
Chiammydia trachomatis
Hiéu qua trén vi sinh vat nay dugc nghién clru ¢ it hon
10 sur nhiem khuan.
Ngoai ra, thude nhé mat Quimox duge sir dung trong
cac truong hop sau:
- Dieu trj viém loét giac mag.
- Dung trwrdic va sau mo de dé phong nhiém tring.
LIEU LUO'NG VA CACH DUNG:
Ligu dung:
Nguoi lén va nguoi cao tudi (265 tudi)
Nho 1 giot vao mat bj viém 3 [anfngam dung thudc trong
7 ngay. Tinh frang viem throng dugc cai thian sau 5
ngay, can tiep tuc dieu tri trong2-3 I."IQE']r’ nl.ra. N&u tinh
trang viém khong durgc cai thién sau 5 ngay di 2utn, nén
xem xét lai vigc chan doan va/hodc didu tri.
Tré em
Khdng can hiéu chinh figu.
Ngudi suy gan va suy thén
Khéng can hiu chinh iéu.

Cach ding:

Chi dung dé nho mét. Khdng dugc tiem. Khong dugc
tiém thudc nhd mat Quimox dudi kat mac, va ciing
khr::-ng dugc dua thudc truc tiép vao tien Phnng cua mat.
pé tranh tap nhiém urau dau tap nhu thuoc, khung duge
dé dau tép nho thunc 'ﬂap XUc vai mi mat viing xung
quanh mat hoac bat ::Lr bée mat nao.

©€ ngén khdng cho thude nhod mat hdp thu qua niém mac
mii, dac bigt la & tré so sinh hodc tre em, nén an ang [
milii trong vong 2 dén 3 phiit bang cac ngén tay sau khi
nho thuoc. Sau khi thdo nap, néu vong gan dém bao bi
Iong t:an g bo trurde khi dung.

Néu sir dung nhidu hon ‘mét loai thudc trén, mat, phai
dam bao khoang céch giira hai lan dung, thudc it nhat 5
phut Thudc md tra mat nén sir dung cudi cung.

CHANG CHi PINH:

Ghung chi dinh ding cho cac bénh nhan cé hen sUr qua
man voi momﬂoxacin c4c quinolon khac hoac vai bat ky
thanh phan nao cla thudc,

CANH BAO VA THAN TRONG KHI SU’ DUNG:

& nguéi bénh dung quinolon duang toan thén, ké ca
momﬂoxamn da co bao cdo thinh muang Xy ra cac
phan rng ta.ng man cam (qua man) tram trong va doi khi
gay w _vong, mgt vai trrong hgp xay ra ngay ligu khdi
dau diéu tri.

Ngung dung thuoc ngay lap tirc va thang bao :.‘ran bac
sy ngay khi co dau higu dau tién clia phan tng ndi man
hoac di ng

Mat so phan (g di kém nhur truy tim mach, bat tinh,
phmh mach (bao gom phu thanh quan. hau _hoac mat),
tac nghén duong ho hap. kho tha, me tﬂay va ngl.ra.
Néy phén (ng di trng vai moxifloxacin xay ra, can ngung
ding thudc. Vi cac phan ing qua man cap tinh nghiém
frong ¢ can Phﬂ] tién hanh didu tri cap clru ngay lap ture.
Nén tign hanh kiém soat dudmg thé va cung cap oxy tiry
theo chi dinh 1am sang.

...25,00mg
2?,25 mg)

Gmng nhr cac nugc chﬂng nhiem knhuan knac, dung
thudc kéo dai co thé dan dén 1ang sinh gua MUC Cac vi
sinh vat khung nhay cam, bao gum ca nam. Néu xay ra
bai nhiém can ngung dung thuoc va ap dung bign phap
digu tr thay thé.

Can khuyren bénh nhan khang nén deo kinh &p trong néu
co cac dau hlgu va friéu chirng cua viém két mac do vi
khuan.

Viém va dut day chang ¢ thé xay ra khi st dung fiu-
roguinolon durang toan than, bao gom ca moxifloxacin,
ddc biél & nhirng bénh nhan cao tudi va nhirng ngugi
dang digu tri dong thoi corticosteroid. Do do, can ngung
dleu tri bang thudc nho mat Quimox ngay khi cd dau hiéu
dau tién cla viém day chang.

Tré em

DU figu rét han ché dé thigt Iap hiéu qua va do an toan
cla thuuc nho mat moxifloxacin trong di eu 1] mam ket
mac @, ré so sinh. Do g9, viec sur dyng san pham thudc
nay de dieu trj vim két mac & tré so sinh khdng dugc
khuyén khich.

Viém mat & tré so sinh can duoc diéu fri thich hop theo
finh trang cua chiing, vi du nhu digu tri toan than trong
cac trong hgp do Chlamydia trachomatis hoac Neisse-
fia gongrrhoeae gay ra.

San pham khéng durgc khuyén cdo dé dlau tri Chlamycdia
trachomatis & bénh nhan dudi 2 tudi vi né chua dugc
danh gia ¢ nhirng bénh nhan ndy. Bénh nhan trén 2 tudi
bi viem két mac do Chlamydia trachomatis nén dugc
diéu trj toan than thich hop.

SU" DUNG THUSC CHO PHU NI ¢6 THAI VA CHO
CON BU:

Kha nang sinh san:
Céc nghién ciru nham danh gid vé anh huréing cua dung

dich nhé mat moxifloxacin den kha nang sinh san chua
durgc tign hanh.

Su dung thude cho phy nir cd thai

C6 rét jt hodc khong co dir fiu vé viéc sir dung thudc
nho mat momﬂoxacm trén phu nir mang thai. Tuy nhién
dur kign ‘rhuuc khong anh hm;rng ddi vai phu nir mang
thai Vi str hap thu toan than moxifioxacin tir ché pham
nho mat [a khong dang ké.

Vi khdng c6 cac nghién ciru ¢6 ddi chitng va ddy du &
phy nir mang thai, thudc nho mat Quimox chi nén ding
trong théi ky mang thai khi lgi ich str dung cho nguri me
cao hon nguy co ¢6 thé xay ra cho bao thai.

St dung thudc cho phu nir cho con bad:

Chura biét ligu moxifloxacin hay céc chat chuyan héa cb
dugc bai tiet vao sira me hay khong. Céc nghién an.i
trén dr:mg vat cho thar;ir sau khi udng moxifloxacin, thudc
dugc bai fiét vai nung do Thap trong sira me. Juy nhién,
dur kién O mirc ligu dié igu tri cua thude nho mét Quimox
Id'mng gdy anh huang doi voi tre bl me,

Nén than trong khi dung thude nhé mat Quimox trong
thei ky cho con bi.

ANH HUONG CUA. THUGC LEN KHA NANG LAI XE,
VAN HANH MAY MOC:

Cung giong nhur bat cU thudc nho mat nao khac, nhin
m& tam thoi va céc rdi loan th gide khac ¢6 tha anh
hl.ro‘ng t&i kha nang Ial xe hodc van hanh ma:.nr moc. Néu
¢ hién tugng nhin m& sau khi nho mit, bénh nhan phai
chor dén khi nhin r lai m@i duge 1ai xe hodc van hanh
may mac.

TUONG TAC, TUONG KY CUA THUSC:

Trong tac cua ﬂlunc.

Khung co nghtan curu tuong tac cu thé nao dugc thuc
hién voi thum nhé mat moxifloxacin. Gac nghién ctru
in vitro cho thay moxifloxacin khong (rc ché CYP3A4,
CYP206, GYP2C9, CYP2G19 hay CYP1A2, vi vay thudc
it 6 kha nang anh hutmg dén dugc dong hoc clia cac
ﬂ-.unc chuyén hoa bdi cac isoenzyme cytochrom P450
nay.

Do sau khi | nhé thudc nay, nung ds tu&n than cta moxi-
floxacin thap nén tvong tac thude-thudc hau nhu khong
Xay ra.

Tuong ky clia thudc:

Do khdng cé,cac nghién cru vé tinh turong ky cla thudc,
khung tron [an thudc nay véi cac thudc khac.

TAC DUNG KHONG MONG MUGN CUA THUGC:

Tac dung khong mong muun dugc phan loai theo hé
CO quan va tan suat gap voi quy udc nhur sau: rét pha
bién (2 1/10); pha bién (= 1/100 dén < 1/10); khéng phd
bién (= 1/1.000 dén < 1/100); hiém gap (= 1/10.000 dén <
1/1,000); rét hiém gdp (< 1/10.000). Trong moi nhom tan
suat, cac tac dung khong mong muc-n dugc frinh bay
theo thr fur mirc d nghiém trgng giam dan.

Phan loai theo|Tac dung khdng mong muodn
hé théng co
quan

Roi loan méy va |Hiém gdp: Giam hemoglobin
hé bach huyét

RGi loan hé thdn|Khdng phd bién: Pau dau

kinh Hiém gdp: Chirng di cam

RAi loan mat Phd bign: Dau mat, kich (g mat
Khdng pho bién: Viem gidc mac
cham, kho mat, xuat huyst ket mac,
sung hwet mal, phil né mi mat,
dong vay bo mi, kho chiu o mat
Hiém ggp: I{huv_.ret biéu mé gidc
mac, ror loan gidc mac, vigm ket
mac, viém b mi, sung mat, phi
két mac, nhin m&. giam thi ly¢, mi
mat, ban d6 mi mat

Hiém gdp: Khé chiu & mii, dau
thanh quan hau hong, cam giac

Rai loan hé hap

co dj vat (& hong)
Rdi loan da day|Khéng phd bidn: Loan vj gidc
- rugt Hiém gdp: Non

RGi loan gan -|Hiém gdp: Tang men chuyén hoa
mat amino alanin, ting men chuyén hoa
gammaglutamyl

Cac tac dyng khang mong mudn khac dugc xac dinh
tir cac giam sat sau khi lwu hanh dugc liet ke sau da'f
Khéng thé wére tinh 1an sudt tir nhirng dir lidu co san.

s



Céc tac dung khang mong muun trong méi hé ca quan Cyronebacterium | Acinetobacter | Prevotella
dygc sap xep theo thir tur mirc o nghiém trong gidm | amycolatum johnsonii species
P Xep
dan. Cyronebacterium {ﬁcigelcbar:rer Propionibacte-
Phan loai theo hé thong [Téc dung khong mong| |accolens junit num acnes
cO’ quan muan Cyronebacterium | Acinetobacter
RGi loan hé mign dich | Qua mén bovis ;"“ﬁrmm o
- T . - Cyronebacterium | Acine oai vi
Roi loan hE‘ﬂ'!ElI'I kinh Chong mat macginleyi “Mumbaiae” khuén khée:
RAi loan mat Vigm loét giac mac, viem - m | Acinetobacter | Atyical Myco-
gidc mac, tang tiet nurdc ?ggﬁfgﬁ:f i schindleri b?gfmﬂ
mat, chyng sg anh séng, 2 : amvdia
tiét gi mat nebacterium | Acinetobacter | Ghlamydia pneu-
p; pseudodipther- |ursingi moniag
Rai loan tim Tim dap nhanh ticum
Rdi loan hd hap, long Budn non Entercococcus | Aeronomas Legionella pneu-
ngure va trung that faecalis caviae mophila
Réi loan da va md dudi|Ban do, nglra, phat ban, Exiguobacterium |Chryseobacte- | Mycobacterium
da may day species rium indologenes | avium
Théng bédo ngay cho bac sy hodc duwoc sy nhirg | Kocunia fristinae Chryseobacte- ﬂ"}‘f%ﬂhgffﬂ'f”m
phan trng cd hai gap phai khi s dung thuac. fum Spectes | MErTKd
QUA LIEU VA CACH XU TRi: Kocuria findaea | Citrobacter Mycoplasma
Do ddc diém cla ché pham nay. dy dogn khong cé dic freund pRSGTIOINS
tinh khi nho mat qua figu hodc khi nudt nham mgt tep | Kocuria rhi- Citrobacter
thudc vao duéng tidu hoa. Zophila kosen
Chura c6 trramng hop qua i ligu thudc nhd mat moxifloxa- || isteria mo- Enterobacter
cin nan duoc bao cao. Khi nho mat qua lieu Quimox cé nocylogenes aerogenes
thé nra mat ngay bang nugc am dé loai bo thudc. : .
Microbaclerium | Enterobacter
BAC ﬁNH DLI'Q'C LI,J"C HU‘C U!l'hﬁﬁ cloacae
Nhém dugc ly Thude nhan khoa, chdng nhiém khudn, : : .
cac thudc chf:}r:g nhiém khuan khac, &;‘:ﬂﬁﬁ“m ESGA I Cot
Ma ATC: SO1AEQ7 ,
Moxifloxacin 13 8-methoxy fiuoroquinolon véi vong dig- | Sfaphylococcus Klebsiella
zabicylononyl gan tai vi tri C7. Tac dung khang khuin  |sapropyticus  |oxytoca
cla moxifloxacin 1 do (rc ché men topoisomerase I Staphylococcus | Moraxella osio-
(DNA gyrase) va men topoisomerase V. DNA gyrase IR |areliae ensis
mdt enzyme can thlet tham gia vao qua trinh tai tao, sao "
chep va chinh sura DNA vi khuan. Topoisomerase IV Ia %ﬂmcws ;}dmo?xaﬂa i
mot enzyme da biét ¢6 vai tro quan trong trong sur phan —
chia clia chromosal DNA trong té bdo vi khuan. Staphylococcus | Neissena gonor-
Co ché tac dung cla quinolon, ké ca moxifloxacin, c6  [CaPrae rhioeae
khéc so vdi cac thudc nhom macrolid, aminoglycosid | Staphylococcus | Pantoea agglo-
h:ac tetracyclin. Vi vay, moxifloxacin 6 thé cé hoat tinh | cohnii merans
chang lai cac mam benh dé khang vdi cac khang sinh el
nhom macrolid, amlnoglycamd hodc tetracylin, va ngugc m%‘;?:ws Fyctods nate
lai, cac khéng sinh nay :othe con hoat tinh chﬂng lai cag ragon =
mam bénh dé - khang véi moxifloxacin. Khang co sy dé | Staphylococcus | Profeus vuigans
khang chéo gilra moxifloxacin va céc nhom khang sinh  |pasteur
dugc dé cép trén day. ba thayr sur dé - khang chéo giira Staphylococcus | Pseudomonas
E&xlﬂaxacln dung durdng toan than va mot so quinolon | sicur orzyihabitans
c
Trong phnng thl nghigm (in vitro), sy de khang voi moxi- ?a;;?afg'rggcccus gsmeﬂ!ufrr?mmas
floxacin tién trien thong qua dgt bien gen da cap Sy d de e
khang moxifloxacin xdy ra trong phong thi nghiém co tan Staphylococcus | Serratia liquefa-
sudt fir 10* dén < 10" & vi khuan Gram duong. conjunctiviae | ciens
Moxifloxacin da dugc biét c6 hoat tinh chung laihau hét  |Staphylococcus |Serratia marc-
cac chung cla cac vi sinh dym day, 1 ca trong phong tl'u cristatus scens
nghiém va trong nhiém khuan Iam sang dugc mé ta & Staphylococcus | Stenotrophono-
phan chi dinh va céch sir dung. : i
dysgalactiae mas maltophillia
Vi sinh vt Gram duro'ng hiéu khi: ,
Corynebacterium species my e
Microbacterium species
Micrococcus futeus {bao gdm cdc ching khang %Ph}”ﬂmé
erythomycin, gentamycin, tetracyclin va/hoac timetho-  [h9m C, G va
prim). ) Staphylococcus
Staphylococcus epidermidis (bao gdm cac chung khdng | ocuralis
methicillin, erythromycin, gentamycin, ofloxacin, te-  |Swphyiococcus
tracycline vafhoac trimethoprim). parasanguinis
hylococcus  haemolyticus (bao gom cdc ching Aot
khang methicillin, erythromycin, gentamycin, ofloxacin, P 1:] s
tetracycline va/hodc tﬁmeth-:‘.-priml. _ pyoge
Staphylococcus hominis (bao gém cac ching khang  [Staphylococcus
methicillin, erythromycin, gentamycin, ofioxacin, te-  |Salivarus
tracycline, va/hodc trimethoprim). Staphylococcus
Staphylococcus wameri (bao gom cac chung khang  |sanguis
erythromycin). taph "
Streptococcus pneumoniae (bao gum cac chung khang Ecm,:hfmm
eniciliin, romycin, fetracycline va/hoac trimetho- =——
Enm] Sty i St dung trén déi twg'ng déc bigt:
Streplococcus viridans (bao gdm cac ching khang pe- €M

nicillin, erythromycin, tetracycline vashoac trimethopnm).

Vi sinh vat Gram &m hiéu khi:

Acinetobacter species

HaeTaphﬂus alconae (bao gbm cac chung khdng ampi-

cillin).

Haemophilus influzenza (bao gém cdc chung khéng am-

picillin).

Haemophilus parainfluenzas

Kiebsialla pneumoniae

Moraxella cattarrhalis

Pseudomonas aeruginosa.

Céc vi sinh vat khac:

Ch!anw;d:a trachomatis

Higu qua Irén vi sinh vat nay dugc nghién ciu & it hon

10 sy nhiém khuan.

Cac dir ligu dudi 3y da c6 san & quy md phong thi
nghiem (in vitro). nhung chua r6é y nghia lam sang cua

cac dir ligu nay trong cac nhiém khudn mat. Tinh an toan

va hiéu qué cua dung dich nho mat moxifioxacin trong

dieu tri ni‘nem khu3n mat do cdc vi sinh uat nay chua

dugre thigt Ep trong cac thir nghiém co ddi chirng thich

hop.

Tinh an toan va higu qua cua dung dich nho mat moxi-
floxacin & tré em duéi 1 tum chua dugc xéc dinh.

Vi khudn Gram|Vi khudn Gram |Vi khudn ky khi
durong hiéu khi | am higu khi
Arthobacter Achromobacter | Clostridium
species Xylosoxidans perfringens
Bacillus cereus  |Acinetobacter | Fusobactenium
baumannit species
Bacillus thurin- | Acinetobacter | Porphyromonas
| gansis calcoaceticus | species

ALFRA INTES
IR p

Khong co bang chirng vé viéc nhd mat bang dung dich
dung dich nho mat moxifloxacin co bt ky anh huong
nao trén cac kndp chiu luc mac do mot vai thudc nhom
quinolon dung theo ducrng udng da cho thay gay bénh ty
khop n dong uat chua trudng thanh.

Ngtrdi cag tugi:

Khong thay sur khac biét tnng thé nao trong an toan \ra
hiéu qua da dl.r:;rc quan sét gitra bénh nhdn cao tudi va
bénh nhan tre tudi.

BAG TiNH DUQC BQHG HOC:

Nong do moxifloxacin co trong huyat tuong dugce xac
dinh & ngudi nam va nir truong thanh khoe manh nho
dung dich nhd mat moxifloxacin & hai mat 3 1an/ngay.
Nﬂng d6 Cmax trung binh & tinh trang béo hoa (2,7 ng/
ml) va gia tri dién tich duréi duging cong AUC hang ngay
(41,9 ng - gie/mi) dugce wdc tinh Ia thap hon 1.600 va
1.200 lan Cmax trung binh va dién tich dui ducng cong
AUC dugc bao cao sau khi diéu t bang moxifloxacin
400 mg dm:mg uong Thoi gian ban thai trong huyét
trang cua moxifloxacin khoang 13 gir.

Quy CACH BONG GOI: Hop 1 loSml.

PIEU KIEN BAO QUAN: Bao quan nhiét do dudi 30°C
noi kho, tranh anh sang.

HAN DUNE. 24 thang k8 tir ngdy san xuat,

Ngirng str dung sau 4 tuan ke tir khi mg nap |an dau.
TIEU CHUAN CHAT LU'QO'NG: Tiu chuén co s.

TEN, BIA CHi CUA CO' SO' SAN XUAT THUGC:

ALFA INTES INDUSTRIA TERAPEUTICA SPLENDORE
SAR.L

Via Fralelli Bandiera, 26 - 80026 Casoria [NA), Y.

¥

351022301



