Thudbc nay chi sir dung theo don ciia bdc sy.

i) Doc kj hwong dén truée khi ding.
Neéu can thém thong tin, xin hoi y kién ciia bdc sy.

Huéng dén sir dung thube

VIGAMOX®
( Dung dich nhé mat moxifloxacin hydroclorid)

M0 ta:
VIGAMOX® 0,5%( dung dich nhé mét moxifloxacin HCI) 1a dung dich nhé mét vo tring.
VIGAMOX® 12 mét thudc chéng nhiém khudn nhém 8-methoxy fluoroquinolon, ding nhé mét tai chd.

Cong thire phén tir: Cy;H,4FN;0,.HCI Trong lugng phan tir: 437.9

Tén héa hoc: 1-Cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-[(4aS,7aS)]-octahydro-6H-pyrrolol[3,4-
b]pyridin-6-yl]-4-oxo0-3-quinolinecarboxylic acid, monohydroclorid.

Moxifloxacin HCI 12 bt tinh thé c6 mau tir vang nhat dén mau vang. M&i ml VIGAMOX® chira 5,45 mg
moxifloxacin HCI tuong duong Smg moxifloxacin dang bazo.

Thanh phén:

Hoat chat: Moxifloxacin 0,5% ( Smg/ml)

Té duwge: acid boric, natri clorid, va nuéc tinh khiét. C6 thé c6 acid hydrocloric/natri hydroxyd dé diéu
chinh pH ~ 6,8.

VIGAMOX® 1a mét dung dich ding truong véi 4p suat tham thau khoang 290 mOsm/kg.

Dugec ly hoc 1am sang:

Duwge dong hoc:

Nong d6 moxifloxacin c6 trong huyét twong & ngudi nam va nir trudng thanh khoé manh dugc nhd
VIGAMOX® & hai mét 3 lan/ngdy. Nong d6 Cmax trung binh & tinh trang bao hoa (2,7ng/ml) va gi tri
cua dién tich dudi dudng cong AUC hang ngay (41,9 ng-gio/ml) la 1.600 va 1200 lan thip hon Cmax va
dién tich dudi dudng cong AUC duge béo céo sau khi diéu tri bang liéu trinh uéng moxifloxacin 400mg.
Thoi gian ban huy trong huyét tuong ctia moxifloxacin khoang 13 gio.

Vi sinh hoe:

Moxifloxacin la 8- methoxy fluoroquinolon véi vong diazabicylononyl gin tai vi tri C7. Téc dung khéng
khuén ctia moxifloxacin 1a do trc ché men topoisomerase 11 (DNA gyrase) va men topoisomerase IV.
DNA gyrase la mdt enzyme can thiét cia qua trinh téi tao, sao chép va chinh sira DNA vi khuén Men

Topmsomerase IV la men c6 vai tro quan trong trong su phan chia ctia chromosal DNA trong té bao vi
khuan,
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Co ché tac dung cua qumolon ké ca moxifloxacin, c6 khéc so véi cac nhém macrolide, am1noglyc051de,
hodc tetracycline. Vi vy, moxifloxacin c6 thé c6 hoat tinh chdng lai cac mam bénh dé khang véi cac
khéng sinh nhém macrolide, aminoglycoside, hodc tetracylme, va nguoc lai, céc khang sinh nay cé thé
con hoat tinh chong lai c4&c mam bénh dé khang véi moxifloxacin. Khéng cé sy d& khang chéo giira
moxifloxacin va c4c khang sinh dugc dé cép trén ddy. Da thiy c6 su dé khéng chéo gitta moxifloxacin va
vai quinolon khac bing dudmg toan than.

Trong phong thi nghiém, c6 su dé khang véi mox1ﬂoxacm qua dot bién gen da cp. Su dé khang
moxifloxacin xay ra trong phong thi nghiém c6 tan suat tir 10° dén < 10" & vi khudn Gram duong.
Moxifloxacin cé hoat tinh chong lai hdu hét cac chung cua cac vi sinh dudi day, ca trong phong thi
nghiém va trong nhiém khudn 14m sang d6 duoc mé ta trong phan chi dinh va céch sir dung.

Vi sinh vit Gram dwong hiéu khi:

Corynebacterium species*

Microbacterium species

Micrococcus luteus*(including erythromycin, gentamicin, tetracycline, and/or trimethoprim resistant
strains.

Staphylococcus aureus (including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline and/or
trimethoprim resistant strains.

Staphylococcus epidermidis(including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline
and/or trimethoprim resistant strains.)

Staphylococcus haemolyticus( including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline
and/or trimethoprim resistant strains.

Staphylococcus hominis (including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline and/or
trimethoprim resistant strains.)

Staphylococcus warneri*(including erythromycin resistant strains)

Streptococcus pneumoniae (including penicillin, erythromycin, tetracycline and/or trimethoprim resistant
strains.)

Streptococcus viridans(including penicillin, erythromycin, tetracycline and/or trimethoprim resistant
strains.)

Vi sinh vt Gram dam hiéu khi:
Acinetobacter species g
Haemophilus alconae (including ampicillin resistant strains)

Haemophilus influenzae(including ampicillin resistant strains)

Haemophilus parainfluenzae*

Klebsialla pneumoniae

Moraxella catarrhalis
Pseudomonas aeruginosa

Cic vi sinh vat khac:
Chlamydia trachomatis N X
*Hi¢u qua trén vi sinh vat nay dugc nghién ctru it hon 10 sy nhiém khuan.

Céc dir liéu trong phong thi nghiém d c¢6, nhung vé mat 1am sang trong cdc nhiém khuin mét thi chua
dugc biét. Tinh an toan va hiéu qua cia VIGAMOX® trong diéu trj cac nhidm khudn mét do céc vi sinh
vat ndy chua duoc 14p trong céc thir nghiém c6 kiém soat va ddy du.

Vi sinh vit Gram dwong hiéu | Vi sinh vt Gram dm_hiéu | Vi sinh vat ky khi:
Arthobacter species Achromobacter xylosoxidans | Clostridium perfringens
Bacillus cereus Acinetobacter baumannii Fusobacterium species
Bacillus thuringensis Acinetobacter calcoaceticus | Porphyromonas species
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Corynebacterium amycolatum

Acinetobacter johnsonii

Prevotella species

Corynebacterium accolens

Acinetobacter junii

Propionibacterium acnes

Corynebacterium bovis

Acinetobacter Iwoffi

Corynebacterium macginleyi

)

Acinetobacter” Mumbaiae’

Cic loai vi sinh vat khac:

Corynebacterium proginquum Acinetobacter schindleri Atyical Mycobacterium

Corynebacterium Acinetobacter ursingii Chlamydia pneumoniae
seudodiptheriticum

Enterococcus faecalis Aeronomas caviae Legionella pneumophila

Exiguobacterium species Chryseobacterium Mycobacterium avium
indologenes

Kocuria kristinae Chryseobacterium species Mycobacterium marinum

Kocuria lindaea Citrobacter freundii Moycoplasma pneumoniae

Kocuria rhizophila

Citrobacter koseri

Listeria monocytogenes

Enterobacter aerogenes

Microbacterium otitidis

Enterobacter cloacae

Microbacterium “harmanie”

Enterobacter hormaechei

Staphylococcus sapropyticus

Escherichia coli

Staphylococcus arlettae

Klebsiella oxytoca

Staphylococcus capitis

Moraxella osloensis

Staphylococcus caprae

Moraxella morganii

Staphylococcus cohnii

Neisseria gonorrhoeae

Staphylococcus ludgunensis

Pantoea agglomerans

Staphylococcus pasteuri

Proteus mirabilis

Staphylococcus sicuri

Proteus vulgaris

Staphylococcus agalactiae

Pseudomonas orzyihabitans

Staphylococcus “conjunctiviae”

Pseudomonas stutzeri

Staphylococcus cristatus

Serratia liquefaciens

Staphylococcus dysgalactiae

Serratia marcscens

Staphylococcus mitis

Stenotrophonomas
maltophillia

Staphylococcus GroupC, G and F

Staphylococcus ocuralis

Staphylococcus parasanguinis

Staphylococcus pyogenes

Staphylococcus salivarus

Staphylococcus sanguis

Staphylococcus schechii

Cic nghién ciru 1am sang:
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Hai nghién cru ngdu nhién, mu d6i, da trung tdm, c6 kiém soat cho bénh nhan nhé dung dich
VIGAMOX® 3 lan/ngay, trong 4 ngay. Dung dich VlGAMOX® cho thiy c6 tac dung chira bénh trén 1am
sang vao ngdy thir 5-6 & 66% - 69% b¢nh nhan diéu tri vé viém két mac do vi khuan Ti 1& diét trir hét vi
khuan clia cdc mam bénh vé mat vi sinh hoc gidi han tir 84%-94%. Xin ghi nhan rang su diét trir vi khuin
vé mit sinh hoc khéng luén tuong quan véi két qua 1am sang trong cac thir nghiém chéng nhiém khuén.

Chi dinh:
Dung dich VIGAMOX® dugc chi dinh trong diéu trj viém két mac do vi khun gdy ra boi cac ching vi
khuan nhay cam cla céc vi sinh vat sau day:

Vi sinh vit Gram dwong hiéu khi:

Corynebacterium
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species*

Microbacterium species

Micrococcus luteus*(including erythromycin, gentamicin, tetracycline, and/or trimthoprim resistant
strains.

Staphylococcus aureus (including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline and/or
trimethoprim resistant strains.

Staphylococcus epidermidis(including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline
and/or trimethoprim resistant strains.)

Staphylococcus haemolyticus( including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline
and/or trimethoprim resistant strains.

Staphylococcus hominis (including methicillin, erythromycin, gentamycin, ofloxacin, tetracycline and/or
trimethoprim resistant strains.)

Staphylococcus warneri*(including erythromycin resistant strains)

Streptococcus pneumoniae (including penicillin, erythromycin, tetracycline and/or trimethoprim resistant
strains.)

Streptococcus viridans(including penicillin, erythromycin, tetracycline and/or trimethoprim resistant
strains.)

Vi sinh vit Gram am hiéu khi:

Acinetobacter species

Haemophilus alconae (including ampicillin resistant strains)

Haemophilus influenzae(including ampicillin resistant strains)

Haemophilus parainfluenzae*

Klebsialla pneumoniae K

Moraxella catarrhalis '

Pseudomonas aeruginosa
Ngoai ra, Dung dich VIGAMOX® dugc sir dung trong céc truong hop sau:

- Didu trj viém loét giadc mac
- Dung trudc va sau mé dé dé phong nhidm tring.

Cac vi sinh vat khéc:
Chlamydia trachomatis
*Hi¢u qua trén vi sinh vat nay dugc nghién ctru it hon 10 sur nhiém khuén.
Chéng chi dinh:
Dung dich VIGAMOX® chéng chi dinh diing trong bénh nhéan c6 tién str qua min véi moxifloxacin, céc
quinolon khéc, hodc véi bat ky thanh phan nao trong thudc.
Luu y:
Khoéng ding duong tiém chich.
Dung dich VIGAMOX® khéng dugc tiém dudi két mac, khong duge ding truc tiép vao tién phong cia
mat.
O ngudi bénh dung quinolon dudng toan than, ké ca moxifloxacin, da c6 béo céo thinh thoang xay ra cac
phan (mg tang man cam (qua man) tram trong gdy tir vong, mot vai truong hop xay ra ngay liéu khoi dau
diéu tri.
Vai phan (mg di kém nhu truy tim mach, mét binh tinh, phinh mach ( phu thanh quéan, hau hodc mdt), kho
thd, chirng mé day, va ngua Néu phan tmg di (mg véi moxnﬂoxacm xay ra, ngung dung thuoc Néu xdy
ra cac phan ng qua man cap tinh nghiém trong, phai tién hanh diéu trj cAp ctru ngay. Nén tién hanh kiém
soat duong thd va cung cap oxy tuy theo tinh trang 1am sang.
Than trong:
Téng quiat: Nhu véi cac thube chong nhlem khuan khéc, dung thudc kéo dai c6 thé dan dén ting qua san
sinh vat khong nhay cam, bao gdm ca nam. Néu boi nhiém xay ra, ngung ding thudc va dp dung bién
phép diéu trj thich hop.
Bénh nhan khong nén mang kinh ap trong néu cé dau hiéu va triéu chimg viém két mac do vi khuan.
Théng tin cho bénh nhén: tranh dé dau lo thude tiép xic téi mit, ngon tay hodc cac vat khac.




Quinolon sir dung toan thén, ké ca moxifloxacin, gy céc phan ing qué man, nga Ly ca sau khi dung liéu

duy nhat Nngg dung thuéc ngay lap tirc va théng béo dén béac sy ngay khi c6 dau hiéu diu tién cuia phan

mg néi mén hoc dj tng.

Kha niing giy ung thw, djt bién, suy giam kha ning sinh san: Cac nghién ciru trong thoi gian dai &

dong vat dé x4c minh kha ning gay ung thu khong dugce tlen hanh. Tuy nhién, trong cac nghlen clru lic

dau cho thay moxifloxacin khong gdy ung thu trén chugt cong sau khi dleu trj trong thoi gian 1én dén 38

tuan véi liéu ubng 500mg/kg/ngay (xap xi 21.700 14n tong liéu nho mét téi da dung hang ngay dugc

khuyén cdo & ngudi c6 thé trong 50kg, tinh trén mg/kg).

Moxifloxacin khong gy d6t bien 4 ching vi khuin dugc sir dung trong dinh lugng ciia Ames Salmonella.

Nhu véi cac thube quinolon khéc, déap img duong tinh da dugc quan sét thdy & moxifloxacin trong chiing

TA 102 sir dyng cing phuong phap dinh lugng c6 thé vi s trc ché cia DNA gyrase. Moxifloxacin khong

gay dot bién trong dinh luong dot bién gen cuia té bao cac dong vat c6 va CHO/HGPRT. Nghién ctu

trong phong thi nghiém cho thiy khéng c6 bing chimg vé kha nang gy dgc tinh di truyén trong thir

nghiém vi phan tir hogc thir nghiém gen tréi gdy chét & chuot nhit

Moxifloxacin khéng anh huéng dén kha nang sinh san ¢ chuft cbng duc va céi khi dung lidu uong cao

dén 500mg/kg/ngay, x4p xi 21.700 14n téng liéu nhé mit téi da dung hang ngay dugc khuyen céo &

ngu‘on & liéu ubng 500mg/kg/ngay ¢6 tac dung nhe trén hinh thai hoc cta tinh tring ( phan chia cit cua

dau va dubi) ¢ chudt cong duc va trén chu ky dong duc cia chudt cdng cai.

Thoi ky mang thai: Thudc c6 anh hudng gy quéi thai B
Phan loai C thube dung trong thai ky: moxifloxacin khéng gdy quai thai khl str dung cho chudt cbng
mang thai trong sudt qua trinh hinh thanh co quan khi str dung khi chudt me udng liéu cao 500
mg/kg/ngay ( xap xi 21.700 lan tong liéu nhé mét t6i da ding hang ngay dugc khuyen cdo ¢ nguoi), tuy
nhién da quan sat thay 1am giam thé trong bao thai va 1am hoi cham sy phét trién xuong cua bao thai.
Khéng c6 bing chimg gdy quéi thai khi dung cho khi Cynommgus mang thai liéu udng cao
100mg/kg/ngay ( xap xi 4.300 14n téng liéu nho mét téi da dung hang ngay dugc khuyén céo cho ngudi).
Di quan sét thdy c6 sy ting ti 1& xay ra tinh trang bao thai nhd hon khi cho khi me ding lidu
100mg/kg/ngay.

Vi khéng c6 c4c nghién ctru ¢6 kiém soét va diy da & phu nir mang thai, dung dich VIGAMOX® chi nén
dung trong thm ky mang thai khi l¢i ich sir dung cao hon nguy co c6 thé xay ra cho bao thai.

Sir dung thudc trong thoi ky cho con bi: moxifloxacin khong dugc xac dinh trong sira me, mac du
moxifloxacin dugc cho 14 bai tiét qua sira me. Nén than trong khi dung dung dich VIGAMOX® trong thoi
ky cho con bu.

Sir dung thudc trong nhi khoa: an toan va hiéu qua ciia dung dich VIGAMOX® & tré em dudi 1 tudi
chua dugc xéc dinh.

Khéng cé béng chimg thuéc nhé mét dung dich VIGAMOX® ¢6 tac dung trén cac khép chiu luc mic du
mot vai thude quinolon diing theo dudng udng d6 cho thdy gy bénh ly khép & dong vat chua trudng
thanh.

Sir dung thudc trong lio khoa: khong c6 su khic biét téng thé nao trong an toan va hiéu qua da dugc
quan sét gitra bénh nhan 16n tudi va tré tudi.

Anh hlré'ng t6i kha ning ldi xe va diéu khién may moc

Ciing giéng nhu khi nhé mét bét ctr thudc nao khac, nhin mo tam thoi va cée rdi loan thi giac c6 thé lam
anh huong dén kha nang lai xe va diéu khién may méc cua bénh nhan. Néu bi nhin m& sau khi nho thude,
bénh nhan phal chdr dén khi nhin rd lai méi duge 14i xe va diéu khién may moc.

Twong tic thude

Chua c6 nghién ciru vé tuong téc thude ctia dung dich Vigamox. Céc nghién ctu in vitro cho thiy
moxifloxacin khéng kim ham CYP3A4, CYP2D6, CYP2C9, CYP2C19, hay CYP1A2 vi vay thudc it c6
kha ning anh hudéng dén dugc dong hoc cuia céc thube chuyén hoa bai cytochrome P450

Phén ung phu:
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Phan {mg phu trén mit dugc béo cdo thudng xuyén nhat 1a viém két mac, giam thi luc, kho mat viém
giac mac, khé chiu & mat cuong ty, dau mét, ngira mét, xuit huyét dudi két mac va chay nudc mit. Céc
phén (mg nay xay ra & xap xi 1- 6 % bénh nhén.

Céc phan tmg phu khong din ra & mét da dugc béo céo & ti 18 1- 4% nhu sét, ho, nhim khuén, viém tai
gitra, viém hau man do, va viém mii.

Chii y: THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC.

Liéu lwgng va cich dung:

Chi ding dé nhé mit.

Sir dung & ngudi 16n, ké ca ngudi cao tubi:

Nho 1 giot vio mét bj viém 3 1an/ngdy, diing thude trong 7 ngay.

Tinh trang viém thudng dugc cai thién sau 5 ngdy, cin tiép tuc diéu tri trong 2-3 ngdy nira. Néu tinh trang
viém khéng dugc cai thi¢n sau 5 ngay didu tri, nén xem xét lai viéc chan doan va diéu tri.

Sir dung ¢ tré em: khong can hiéu chinh liéu.

An toan va hiéu qua cua dung dich VIGAMOX® & tré em dudi 1 tudi chua duge xac dinh.

Sir dung ¢ ngudi suy gan than: khong cin higu chinh liéu

Cach ding

Dé tranh tap nhiém vao dau lo nhé thudc, khong dugc dé dau nhé thude tiép xtic véi mi mét, viing xung
quanh mét hozc bat cir vét nao.

Qua liéu

Khi dung ngoai, chua cod trub'ng hop qué liéu nao duoc bao cdo. Khi nhé mét qua lidu Vigamox c6 thé rira
mét ngay bang nudc 4m d loai bo thudc.

Quy cach déng goi:

Hop 1 lo chtra 5 mL dung dich Vlgamox ‘
Bio quan: Khong bao quan thude trén 30°C.

Tiéu chufin chit hm'ng

Tiéu chun nha san xuét

Han dung:

Han ding ctia thude béo quén trong bao bi kin ctia nha san xuét: 24 thang ké tir ngay san xuét.
Han duing sau khi mé nép lo: 1 thang.

Nha san xuét:

Alcon

Alcon Laboratories, Inc. s
Fort Worth, Texas 76134, USA r» /4%

PHO CUC TRUGONG
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: Bing so sanh ndi dung thay ddi giira to hwémg din sir dung hién tai va to
du kién ctia dung dich nhé mit vé trung VIGAMO
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Huéng dan siv dung thude PA PHE DU YE I
vy\ VIGAMOX® TD/BS nga) O&?tmng{\} nam 'm{ﬂVIGAMOX*
. (theo cong \;MLLDJ%QLDDK) |
( Dung dich nhé mat moxifloxacin hydroclorid) Moxifloxacin 0,5 %
Dung dich nhé mit vo tring
THUOC BAN THEO PON
Thanh phan: THANH PHAN |
Hoat chat: Moxifloxacin 0.5% ( Smg/ml) Hoat chdt: Moxifloxacin 0,5% (du6r dang moxifloxacin
hydroclorid).
Ta dwoc: acid boric, natri clorid, va nudc tinh khiét. Cé thé ¢6 acid | 7d duwoc: Natri clorid, acid boric, acid hydrocloric va/hoic natri
hydrocloric/natri hydroxyd dé diéu chinh pH ~ 6.,8. hydroxyd (dé diéu chinh pH) va nuéc tinh khiét.
VIGAMOX® 1a mot dung dich ding truong véi 4p suit thAm théu
khoang 290 mOsm/kg.
Mo ta: MO TA:
VIGAMOX® 0,5%( dung dich nhé mat moxifloxacin HCI) 1a dung | Dung dich nhé mit VIGAMOX* (dung dich nhé mat
dich nhé mit vo trung. moxifloxacin HCI) 1a dung dich nhé mit vo tring. Dung dich nho
VIGAMOX® 1a mot thudc chdng nhiém khudn nhém 8-methoxy | mat VIGAMOX 1a mot thuc nhd mét chéng nhidm khuin nhém
fluoroquinolon, ding nhé mat tai chd. 8-methoxy fluoroquinolon.
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Cong thirc phéan tir: Cy;H,4FN;O04..HCl  Trong luong phan tir: 437.9
Tén hoa hoc: 1-Cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-
[(4aS,7aS)]-octahydro-6H-pyrrolol|3,4-b]pyridin-6-yl]-4-0x0-3-
quinolinecarboxylic acid, monohydroclorid.

Moxifloxacin HCI 12 b6t tinh thé ¢6 mau tir vang nhat dén mau vang.
Mo6i ml VIGAMOX® chia 5,45 mg moxifloxacin HCI twong duong
Smg moxifloxacin dang bazo.

Ién hoa hoc: 1-Cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-
[(4aS,7aS)-octahydro-6H- pyrrolol [3,4-b]pyridin-6-yl]-4-oxo0-3-
quinolinecarboxylic acid, monohydroclorid.

Moxifloxacin hydroclorid 1a bét tinh thé mau vang nhat dén mau
vang. Moi ml dung dich nhé mét VIGAMOX chta 5,45 mg
moxifloxacin hydroclorid twong g v&i 5 mg moxifloxacin.

DANG BAO CHE

Dung dich nho mat vo tring.

Dung dich v6 trung, mau vang hoi xanh, dang truong v&i p suét
tham thau khoang 290 mOsm/kg.

Dwgec ly hoc lam sang:

Dwge dong hoc:

Nong do moxifloxacin ¢é trong huyét tuong & ngudi nam va nit
truéng thanh khoé manh duge nhd VIGAMOX® ¢ hai méat 3 1an/ngay.
Nong d6 Cmax trung binh & tinh trang bao hoa (2,7ng/ml) va gia tri
cua dién tich du6i duong cong AUC hang ngay (41,9 ng-gio/ml) la
1.600 va 1200 lan thap hon Cmax va dién tich du6i dudng cong AUC
dugc bdo cdo sau khi didu tri bing liéu trinh udng moxifloxacin
400mg. Thoi gian ban huy trong huyét twong cia moxifloxacin
khoang 13 gio.

Vi sinh hoc:
Moxifloxacin 8-

diazabicylononyl gin tai vi tri C7. Téc dung khang khuan cua

la methoxy  fluoroquinolon  véi  vong
moxifloxacin 1a do rc ché men topoisomerase II (DNA gyrase) va
men topoisomerase [V. DNA gyrase la mét enzyme can thiét ciia qua
trinh tai tao, sao chép va chinh sta DNA vi khuan. Men
Topoisomerase IV la men c6 vai trd quan trong trong su phan chia

ciia chromosal DNA trong t€ bao vi khuan.

CAC PAC TINH DUQC LY

Dac tinh dwg'c dong hoc

Nong do moxifloxacin ¢6 trong huyét twong dugce xac dinh & nguoi
nam va nir truong thanh khoé manh nhé dung dich nho mit
VIGAMOX* & hai mat 3 lan/ngay. Nong do Cmax trung binh &
tinh trang bao hoa (2,7 ng/ml) va gia tri dién tich dudi dudong cong
AUC hang ngay (41,9 ng-gid/ml) duge ude tinh la thap hon 1.600
va 1.200 lan Cmax trung binh va dién tich du6i duong cong AUC
dugc bao cdo sau khi dieu tri bang moxifloxacin 400 mg duong
uong. Thoi gian ban thai trong huyét tuong cua moxifloxacin
khoang 13 gio.
Vi sinh hoc
Moxifloxacin 8-
diazabicylononyl gan tai vi tri C7. Tac dung khang khuan cua

la methoxy  fluoroquinolon v&i  vong
moxifloxacin 1a do @ic ché men topoisomerase Il (DNA gyrase) va
men topoisomerase IV. DNA gyrase 12 mdt enzym can thiét tham
gia vao qua trinh tai tao, sao chép va chinh sira DNA vi khuin.

Topoisomerase IV [a mdt enzym da biét c6 vai trd quan trong trong

su phan chia ctiia chromosal DNA trong té bao vi khuén.

No6i dung vé co
ban khong thay
d6i, chi thay dbi
cach dién dat
cia mot sb tu,
cum tu cho phu
hop va dich mot
sO t, cum tur tu
tiéng anh sang
tiéng viét.
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Co ché tac dung cua quinolon, ké ca moxifloxacin, c6 khac so vdi cac

nhom macrolide, aminoglycoside, hodc tetracycline. Vi vay,
moxifloxacin ¢6 thé c6 hoat tinh chéng lai cAc mam bénh d& khang
vOol cac khang sinh nhom macrolide, aminoglycoside, hoic
tetracyline, va nguogc lai, cdc khang sinh nay co thé con hoat tinh
chong lai cdc mam bénh d& khang véi moxifloxacin. Khong co su dé
khang chéo giita moxifloxacin va cac khang sinh dugc dé cép trén
day. Da thay c6 su dé khang chéo gitta moxifloxacin va vai quinolon
khac bang duong toan than.

Trong phong thi nghiém, c6 su dé khang véi moxifloxacin qua dot
bién gen da cap. Su dé khang moxifloxacin xdy ra trong phong thi

nghiém c6 tan suat tr 107 dén < 10" & vi khudn Gram duong.
Moxifloxacin ¢6 hoat tinh chong lai hau hét cac chung cia céc vi sinh
dudi day, ca trong phong thi nghiém va trong nhiém khuan lam sang

d6 dugc mo ta trong phan chi dinh va céch su dung.

Vi sinh vit Gram dwong hiéu khi:

Corynebacterium species ™
Microbacterium species
Micrococcus

luteus*(including  erythromycin,

tetracycline, and/or trimethoprim resistant strains.

gentamicin,

Staphylococcus —aureus (including methicillin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant

strains.

erythromycin,

Staphylococcus epidermidis(including methicillin, erythromycin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.)
Staphylococcus haemolyticus( including methicillin, erythromycin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.

Co ché tac dung ctia quinolon, ké ca moxifloxacin, ¢6 khac so véi
cac thude nhom macrolid, aminoglycosid hodc tetracyclin. Vi vay,
moxifloxacin cé thé ¢ hoat tinh chong lai cdc mam bénh dé khang
voi cac khang sinh nhém macrolid, aminoglycosid ho#c tetracylin,
va ngugc lai, cac khang sinh ndy c6 thé con hoat tinh chdng lai cac
mam bénh dé khang véi moxifloxacin. Khong c¢6 su dé khang chéo
gifta moxifloxacin va cac nhém khang sinh duoc dé cap trén day.
D3 thay c6 su dé khang chéo gira moxifloxacin dung duong toan
than va mot s6 quinolon khac.

Trong phong thi nghiém (in vitro), su dé khang véi moxifloxacin
tién trién thong qua dot bién gen da cap. Su dé khang moxifloxacin
xdy ra trong phong thi nghiém c6 tan suat tor 10° dén < 10" & vi
khuan Gram duong.

Moxifloxacin dd duoc biét c6 hoat tinh chong lai hau hét cac chung
ctia cac vi sinh dudi day, ca trong phong thi nghiém va trong nhiém
khuan 1am sang dugc mo ta & phan chi dinh va cach st dung.

Vi sinh vat Gram dwong hiéu khi:

Corynebacterium species

Microbacterium species

Micrococcus luteus’ (bao gom céc chiing khang erythromyecin,
gentamicin, tetracyclin va/hodc trimethoprim).

Staphylococcus aureus (bao gém céac ching khang methicillin,
erythromycin, gentamycin, ofloxacin, tetracyclin  va/hoac
trimethoprim).

Staphylococcus epidermidis (bao gom cac chung khang methicillin,
erythromycin, gentamycin, ofloxacin, tetracycline va/hoic
trimethoprim).

Staphylococcus — haemolyticus (bao gbébm cac ching khéang
methicillin, erythromycin, gentamycin, ofloxacin, tetracycline

va’/hodc trimethoprim).

Staphylococcus  hominis (including methicillin, erythromycin, J,,S{c/zphy!ococcus hominis (bao gom cac ching khang methicillin,




gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.)

Staphylococcus warneri*(including erythromycin resistant strains)
Streptococcus  pneumoniae (including penicillin, erythromycin,
tetracycline and/or trimethoprim resistant strains.)

Streptococcus  viridans(including

penicillin,  erythromycin,

tetracycline and/or trimethoprim resistant strains.)

Vi sinh vit Gram dm hiéu khi:

Acinetobacter species

Haemophilus alconae (including ampicillin resistant strains)
Haemophilus influenzae(including ampicillin resistant strains)
Haemophilus parainfluenzae*

Klebsialla pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Cac vi sinh vat khac:

Chlamydia trachomatis
*Hiéu qua trén vi sinh vt ndy dugc nghién ctu it hon 10 sy nhiém
khuan.

Cac dir liéu trong phong thi nghiém da c6, nhung vé mit 1am sang
trong cac nhiém khuan mét thi chua duoc biét. Tinh an toan va hiéu
qua cia VIGAMOX® trong diéu tri cac nhiém khudn mét do c4c vi
sinh vét nay chua dugc lap trong cac thir nghiém c6 kiém soat va dﬁ’iy
du.

crythromycin,  gentamycin, ofloxacin, tetracycline va/hodc
trimethoprim)

Staphylococcus warneri’ (bao gom cac ching khang erythromycin)
Streptococcus pneumoniae (bao gom cac ching khang penicillin,
erythromycin, tetracyclin va/hoac trimethoprim).

Streptococcus viridans (bao gbm cac chung khang penicillin,

erythromycin, tetracyclin va/hoac trimethoprim).

Vi sinh vit Gram am hiéu khi:

Acinetobacter species

Haemophilus alconae (bao gom cdc ching khdng ampicillin)
Haemophilus influenza (bao gom cde chiing khang ampicillin)
Haemophilus parainfluenzae

Klebsialla pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Cac vi sinh vat khac:

Chlamydia trachomatis
" Hiéu qua trén vi sinh vat nay duoc nghién ctru & it hon 10 su
nhiém khuan.

Céac dir liéu dudi day da c6 san & quy mé phong thi nghiém (in
vitro), nhung chua rd y nghia [am sang cua céac dir liéu nay trong
cac nhiém khuan mat. Tinh an toan va hiéu qua cua dung dich nho
mit VIGAMOX trong diéu trj cac nhiém khudn mét do céc vi sinh
vat ndy chua dugc thiét lap trong cac thir nghiém c6 dbi chirng

thich hop.
Vi_sinh vat Gram | Vi sinh_vat Gram | Visinh vit ky khi: Vi_sinh _vit Gram | Vi_sinh vit Gram | Visinh vat ky khi:
dwong hiéu khi: am hi¢u khi: dwong hiéu khi: dm hiéu khi:
Arthobacter species | Achromobacter Clostridium Arthobacter species | Achromobacter Clostridium
xylosoxidans perfringens xylosoxidans perfringens




Bacillus cereus Acinetobacter Fusobacterium Bacillus cereus Acinetobacter Fusobacterium
baumannii species baumannii species
Bacillus thuringensis | Acinetobacter Porphyromonas Bacillus Acinetobacter Porphyromonas H
calcoaceticus species thuringensis calcoaceticus species
Corynebacterium Acinetobacter Prevotella species Corynebacterium Acinetobacter _
_ N _ ~ Prevotella species
amycolatum Jjohnsonii amycolatum Jjohnsonii N
Corynebacterium Acinetobacter junii Propionibacterium Corynebacterium _ o Propionibacterium
Acinetobacter junii
accolens acnes accolens acnes
Corynebacterium Acinetobacter Iwoffi Corynebacterium _ _
, _ Acinetobacter Iwoffi
bovis bovis
Corynebacterium Acinetobacter” Cac loai vi sinh vat Corynebacterium Acinetobacter Cdc loai vi sinh vit |
macginleyi Mumbaiae” khac: macginleyi “Mumbaiae” khdc:
Corynebacterium Acinetobacter Atyical Corynebacterium Acinetobacter Atyical
proginquum schindleri Mycobacterium proginquum schindleri Mycobacterium
Corynebacterium Acinetobacter Chlamydia Corynebacterium Acinetobacter Chlamydia N
pseudodiptheriticum | ursingii preumoniae pseudodiptheriticum | ursingii preumoniae
Enterococcus Aeronomas caviae Legionella Enterococcus , Legionella
, , _ Aeronomas caviae _
Jaecalis prneumophila Jfaecalis preumophila
Exiguobacterium Chryseobacterium Mycobacterium Exiguobacterium Chryseobacterium Mycobacterium
species indologenes avium species indologenes avium
Kocuria kristinae Chryseobacterium Mycobacterium Kocuria kristinae Chryseobacterium Mycobacterium
species marinum species marinum
Kocuria lindaea Citrobacter freundii | Mycoplasma Kocuria lindaea .. | Mycoplasma
, Citrobacter freundii ¥ ,
prneumoniae preumoniae j
Kocuria rhizophila | Citrobacter koseri Kocuria rhizophila | Citrobacter koseri
Listeria Enterobacter Listeria Enterobacter
monocytogenes aerogenes monocyltogenes aerogenes
Microbacterium Enterobacter Microbacterium Enterobacter
otitidis cloacae olitidis cloacae
Microbacterium Enterobacter Microbacterium Enterobacter
“harmanie” hormaechei r “harmanie” hormaechei
I~ a e N\




Staphylococcus Escherichia coli Staphylococcus Escherichia coli
sapropyticus sapropyticus
Staphylococcus Klebsiella oxytoca Staphylococcus Klebsiella oxytoca
arlettae arlettae
Staphylococcus Moraxella osloensis Staphylococcus Moraxella osloensis
capitis capitis
Staphylococcus Moraxella morganii Staphylococcus Moraxella morganii
caprae caprae
Staphylococcus Neisseria Staphylococcus Neisseria
cohnii gonorrhoeae cohnii gonorrhoeae
Staphylococcus Pantoea Staphylococcus Pantoea
ludgunensis agglomerans ludgunensis agglomerans
Staphylococcus Proteus mirabilis Staphylococcus Proteus mirabilis
pasteuri pasteuri
Staphylococcus Proteus vulgaris Staphylococcus Proteus vulgaris
sicuri sicuri
Staphylococcus Pseudomonas Staphylococcus Pseudomonas
agalactiae orzyihabitans agalactiae orzyihabitans
Staphylococcus Pseudomonas Staphylococcus Pseudomonas
“conjunctiviae” stuizeri “conjunctiviae” stulzeri
Staphylococcus Serratia liquefaciens Staphylococcus Serratia liquefaciens
cristatus cristatus
Staphylococcus Serratia marcscens Staphylococcus Serratia marcscens
dysgalactiae dysgalactiae
Staphylococcus mitis | Stenotrophonomas Staphylococcus Stenotrophonomas

maltophillia mitis maltophillia
Staphylococcus Staphylococcus
GroupC, G and I nhom C, G va F
Staphylococcus Staphylococcus
ocuralis ocuralis
Staphylococcus | Staphylococcus

.
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parasanguinis parasanguinis g * Iy M
Staphylococcus Staphylococcus |
pyogenes pyogenes

Staphylococcus Staphylococcus

salivarus salivarus

Staphylococcus Staphylococcus

sanguis Sanguis

Staphylococcus Staphylococcus

schechii schechii

Cac nghién ciru lam sang:

Hai nghién ciru ngau nhién, mu doi, da trung tam, co kiém soat cho
bénh nhan nho dung dich VIGAMOX® 3 lan/ngay, trong 4 ngay.
Dung dich VIGAMOX® cho thay c6 tac dung chita bénh trén 14m
sang vao ngay thir 5-6 & 66% - 69% bénh nhan diéu tri vé viém két
mac do vi khuan. Ti 18 diét trir hét vi khuan cia cac mam bénh vé mit
vi sinh hoc gidi han tir 84%-94%. Xin ghi nhan rang sy diét trir vi
khuan vé mit sinh hoc khong ludn twong quan voi két qua 1am sang
trong cac thir nghiém chdéng nhiém khuén.

Sir dung thude trong nhi khoa:

an toan va hiéu qua cua dung dich VIGAMOX® & tré em dudi 1 tudi
chua duoc xac dinh.

Khong c6 bang chimg thude nhé mat dung dich VIGAMOX® ¢6 tac
dung trén cac khop chiu lyc mie di mot vai thude quinolon diing theo
dudng udng dé cho thdy gay bénh ly khép ¢ dong vat chua truong
thanh.

Sit dung thudc trong lio khoa:

khong c6 su khac biét tong thé nao trong an toan va hiéu quéa da duoc
quan sat giita bénh nhan 16m tudi va tré tudi.

Cac nghién ciru lam sang

Trong hai thir nghiém ldm sang ngau nhién, mi d6i, da trung tim,
c¢6 dbi chimg cho bénh nhan nhé dung dich nhdé mit VIGAMOX 3
lan/ngdy, trong 4 ngay, cho thiy cé tac dung chita bénh trén 1am
sang vao ngay thir 5 - 6 & 66% - 69% bénh nhan diéu tri viém két
mac do vi khuan. Ti 18 diét trir hét vi khuin ciia cdc mam bénh vé
mit vi sinh hoc nam trong khoang tir 84% - 94%. Luu y rang su
diét trir vi khuan vé mit sinh hoc khong ludén tuwong quan voi két
qua lam sang trong cic thir nghiém choéng nhiém khuan.

Sir dung trén cic doi twong dic biét

Tre em:

Tinh an toan va hiéu qua cua dung dich nhé mat VIGAMOX & tré
em dudi 1 tudi chua duoc xac dinh.

Khong ¢ bang ching vé viée nhod mét bang dung dich nho mit
VIGAMOX c¢6 bat ky anh hudng nao trén céc khép chiu luc mic
dit mot vai thuée nhém quinolon dung theo dudng udng da cho thay
gay bénh ly khép & dong vat chua trudng thanh.

Ngudi cao tudi:

Khéng thay c6 sur khac biét tong thé nao trong an toan va hi¢u qua
da dugc quan sat giita bénh nhan cao tudi va bénh nhan tré tudi.

Phan ndi dung

nay duoc
chuyén vao muc
“CAC PAC
TINH DUQC
LY”

Quy cach dong goi:
Hop 1 lo chira 5 mL dung dich Vigamox.

QUY CACH PONG GOI
Hop 1 lo dém giot DROPTAINER chira 5 ml dung dich.




Chi dinh:

Dung dich VIGAMOX® duoc chi dinh trong diéu tri viém két mac do
vi khuan gy ra bdi cac ching vi khuin nhay cam cia céc vi sinh vat
sau day:

Vi sinh vit Gram dwong hiéu khi:

Corynebacterium species ™

Microbacterium species

Micrococcus luteus *(including erythromycin, gentamicin, tetracycline,
And/or trimthoprim resistant strains.

Staphylococcus  aureus  (including  methicillin,  erythromycin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.

Staphylococcus  epidermidis(including methicillin, erythromyecin,

gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.)

Staphylococcus  haemolyticus( including methicillin, erythromyecin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.
Staphylococcus ~ hominis  (including methicillin, erythromycin,
gentamycin, ofloxacin, tetracycline and/or trimethoprim resistant
strains.)

Staphylococcus warneri* (including erythromycin resistant strains)
Streptococcus  pneumoniae  (mncluding penicillin, erythromycin,
tetracycline and/or trimethoprim resistant strains.)

viridans(including erythromycin,

Streptococcus penicillin,

tetracycline and/or trimethoprim resistant strains.)

Vi sinh vit Gram dm hiéu khi:

Acinetobacter species
Haemophilus alconae (including ampicillin resistant strains)
Haemophilus influenzae(including ampicillin resistant strains)

CHI PINH

Dung dich nhé mat VIGAMOX duoc chi dinh trong diéu trj viém
két mac do vi khuin gy ra boi cac chung vi khuan nhay cam cua
cac vi sinh vat sau day:

Vi sinh vat Gram dwong hiéu khi:

Corynebacterium species’

Microbacterium species

Micrococcus luteus' (bao gobm céc chung khang erythromycin,
gentamicin, tetracyclin va/hoac trimethoprim).

Staphylococcus aureus (bao gom céac ching khang methicillin,
erythromycin,  gentamycin, ofloxacin, tetracyclin  va/hoic
trimethoprim).

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

Staphylococcus — haemolyticus (bao gébm cac chiung khéang
methicillin, erythromycin, gentamycin, ofloxacin, tetracycline
va/hoac trimethoprim).

Staphylococcus hominis (bao gém céc chung khang methicillin,
erythromycin, gentamycin, ofloxacin, tetracycline va/hoic
trimethoprim)

Staphylococcus warneri' (bao gom céc ching khang erythromycin)
Streptococcus pneumoniae (bao gom cac ching khang penicillin,
erythromycin, tetracyclin va/hoac trimethoprim).

Streptococcus viridans (bao gbm céc chung khang penicillin,

erythromycin, tetracyclin va/hoac trimethoprim).

Vi sinh vit Gram Am hiéu khi:

Acinetobacter species

Haemophilus alconae (bao gom cdc chimg khang ampicillin)
/Haem()phf[us influenza (bao gom cdc chimg khdng ampicillin)

NoO1 dung khong
thay d6i, chi
dich lai mot sb
tu, tor tor
tiéng Anh sang

cum

tieng Viét cho
phu hop.




Haemophilus parainfluenzae ™
Klebsialla pneumoniae
Moraxella catarrhalis
Pseudomonas aeruginosa
Cac vi sinh vat khac:
Chlamydia trachomatis
*Hiéu qua trén vi sinh vt nay dugc nghién ciru it hon 10 su nhiém
khuan.

Ngoai ra, Dung dich VIGAMOX® duoc st dung trong cac truong hop
sau:

- Didu tri viém loét gidc mac

- Dung trudce va sau mo dé dé phong nhiém tring.

Haemophilus parainfluenzae’

Klebsialla pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa
Cdc vi sinh vit khac:

Chlamydia trachomatis
" Hi6u qua trén vi sinh vat ndy dugc nghién ctru & it hon 10 su
nhiém khuan.

Ngoai ra, dung dich nhé mat VIGAMOX duoc sir dung trong cac
truong hop sau:

- Diéu trj viém loét giac mac

- Dung trudc va sau mo dé dé phong nhiém trung.

Li¢u lwong va cach dang:
Chi dung dé nhd mat.

Str dung & ngudi 16n, ké ca ngudi cao tudi:
Nho 1 giot vao mit bj viém 3 lan/ngay, dung thudc trong 7 ngay.

Tinh trang viém thudng dugc 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 chin doan va diéu tri.

Str dung & tré em: khong can hiéu chinh liéu.

An toan va hiéu qua ctia dung dich VIGAMOX® & tré em dudi 1 tudi
chua duoc xac dinh.

Str dung & ngudi suy gan than: khéng can hiéu chinh lidu

Cdch dung

Dé tranh tap nhiém vao dau lo nho thude, khong duge dé diu nho
A * A r row r - < & - A r ~ ‘.

thude ti€p xhc véi mi mat, vung xung quanh mat hoic bat clr vat nao.

LIEU LUQNG VA CACH DUNG
Chi dung dé nhé mat. Khong duge tiém. Khéng duoc tiém dung
dich nhé mat VIGAMOX duéi két mac, va cung khong duoc dua
thudc trye tiép vao tién phong ciia mét.

k. 2 N @ r ;\ 9 5y A-
Su dung & nguoi 16n, ké ca nguoi cao tudi

Nho 1 giot vao mit bi viém 3 lan/ngay, dung thude trong 7 ngay.
Tinh trang viém thuong 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.
Su dung & tré em

Khong can hiéu chinh licu.

Su dung ¢ nguoi suy gan va suy than

Khong can hiéu chinh liéu.

Cach dang

Pé tranh tap nhiém vao dau lo nho thudc, khong dugce dé dau nhd
thude tiép xic v&i mi mat, ving xung quanh mét hoiic bat cu vat

Cac thong tin
nay duoc
chuyén tir phan
“luu y” 1én.




nao.

Chong chi dinh:

Dung dich VIGAMOX® chéng chi dinh ding trong bénh nhan c6 tién
st qua man véi moxifloxacin, cac quinolon khéc, hodc véi bt ky
thanh phan nao trong thude.

Lwuy:

Khéng dung duong tiém chich.

Dung dich VIGAMOX® khong dugc tiém dudi két mac, khong dugce
dung truc tiép vao tién phong clia mat.

O ngudi bénh dung quinolon dudng toan than, ké ca moxifloxacin, da
¢6 bdo cdo thinh thoang xay ra cac phan (mg ting man cam (qua man)
tram trong gy tr vong, mot vai trudng hop xay ra ngay liéu khai dau
diéu tri.

Vai phan tmg di kém nhu tryy tim mach, mat binh tinh, phinh mach (
phu thanh quan, hau hodc mit), khé tho, chimg mé day, va ngira. Néu
phan mg di ing v6i moxifloxacin xay ra, ngung dung thudc. Néu xay
ra cac phan ing qua man cap tinh nghiém trong, phai tién hanh diéu

CHONG CHI PINH
Dung dich nhé miat VIGAMOX chéng chi dinh dung cho cde bénh
nhan ¢6 tién str qua min véi moxifloxacin, cic quinolon khac hoac

v6i bat ky thanh phan nao cia thude.

Cac thoéng tin
nay duoc
chuyén 1én muc
“LIEU LUONG

VA CACH
DUNG”

NoOi dung nay
dugc chuyén
xuéng muc
“CAC CANH
BAO VA
THAN TRONG

PAC BIET KHI
DUNG

tri cap clru ngay. Nén tién hanh kiém soat dudng thé va cung cip oxy THUOC”
tuy theo tinh trang lam sang.
Thén trong: CAC CANH BAO VA THAN TRONG PAC BIET KHI DUNG
THUOC

O nguoi bénh dung quinolon dudng toan than, ké ca moxifloxacin, di | e nguoi bénh dung quinolon dudng toan than, ké ca | NOi dung nay
¢ bao cdo thinh thoang xay ra cdc phan tng ting man cam (qua man) moxifloxacin, dd c6 bao cdo thinh thoang xay ra cac phan tng | duge chuyén tir
trim trong gay tir vong, mot vai truong hop xay ra ngay liéu khai dau ting man cam (qua man) trim trong gy tir vong, mdt vai | muc  “Luu y”
diéu tri. truong hop xay ra ngay liéu khoi dau didu tri. sang

Ngung dung thudc ngay lap tirc va théng bao dén bac sy ngay | N0i dung nay

khi ¢6 dau hiéu dau tién cua phan trng n6i man hodc di ing.

dugc chuyén tur
phan cudi cua




Vai phan Gng di kém nhu truy tim mach, mét binh tinh, phinh mach (
phu thanh quan, hau hoic mit), khé thd, chirng mé day, va ngira.

Néu phan tng di ung véi moxifloxacin xay ra, ngung dung thudc.
Néu xay ra cac phan g qua man cap tinh nghiém trong, phai tién
hanh diéu tri cdp ctru ngay. Nén tién hanh kiém soat dudng thé va
cung cap oxy tiy theo tinh trang lam sang.

Tong quat:

Nhu véi cac thude chong nhiém khuén khac, ding thuée kéo dai c6
thé dan dén ting qué san sinh vét khong nhay cam, bao gbm ca nam.
Néu boi nhiém xay ra, ngung dung thude va ap dung bién phap didu
tri thich hop.

Bénh nhan khong nén mang kinh ap trong néu c6 diu hiéu va triéu
chirng viém két mac do vi khuén.

Thong tin cho bénh nhan: tranh dé dau lo thude tiép xuc t&i mit,
ngon tay hoéc céc vat khac.

Quinolon str dung toan than, ké ca moxifloxacin, gay cac phan ting
qua man, ngay ca sau khi diing liéu duy nhét. Ngung dung thubc ngay
lap tirc va thong bao dén bac sy ngay khi c6 d4u hiéu dAu tién cua
phan tmg n6i man hoic di Gng,

Mot s6 phan ung di kém nhu truy tim mach, bat tinh, phinh
mach (bao gom phi thanh quan, hdu hodc mit), tac nghén
dudng hé hap, khé tho, mé day va ngua.

Néu phan tng di Gng voi moxifloxacin xdy ra, can ngung
dung thude. Véi cac phan (g qua man cap tinh nghiém trong
can phai tién hanh didu tri cap ctru ngay lap tire. Nén tién hanh
kiem soat duong thd va cung cip oxy tuy theo chi dinh lam
sang.

Giong nhu cac thube chéng nhiém khuidn khac, ding thude
kéo dai c6 thé dan dén ting sinh qua mirc cac vi sinh vat
khéng nhay cam, bao gdm ca nam. Néu xay ra bdi nhiém cén
ngung dung thube va ap dung bién phap diéu tri thay thé.

Can khuyén bénh nhan khong nén deo kinh ap trong néu co
dau hiéu va triéu ching viém két mac do vi khuan.

Viém va dat day chiang co6 thé xay ra khi so dung
fluoroquinolon dudng toan than, bao gém ca moxifloxacin,
dic biét & nhirng bénh nhan cao tudi va nhiing ngudi dang
diéu tri dong thoi voi corticosteroid. Do d6, can ngung didu tri
bang dung dich nho méit VIGAMOX ngay khi c¢é dau hiéu dau
tién ctia viém day chang.

muc “Thong tin
cho bénh nhan”

lén.

Cap nhat noi
dung theo thoéng
tin an toan maoi
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DUNG THUOC
” & phia trén

Kha nang Gay ung thw, dot bién, suy giam kha nang sinh san:
Céc nghién ciru trong thoi gian dai & dong vat dé xac minh kha ning
gdy ung thu khéng dugc tién hanh. Tuy nhién, trong cic nghién ctru
lic dau cho thay moxifloxacin khong gy ung thu trén chudt cong sau
khi diéu tri trong thoi gian lén dén 38 tudn vé&i lidu udng
500mg/kg/ngay (xap xi 21.700 lan tong liéu nho mét tdi da ding hang
ngay duogc khuyén cédo & ngudi co thé trong 50kg, tinh trén mg/kg).
Moxifloxacin khéng gay dot bién 4 ching vi khuin duoc st dung
trong dinh lugng cliia Ames Salmonella. Nhu v&i cac thude quinolon
khac, dap g duong tinh da dugc quan sat thay & moxifloxacin trong
chung TA 102 sir dung cung phuong phap dinh luong cé thé vi sy (e
ché clia DNA gyrase. Moxifloxacin khong gdy dot bién trong dinh
luong dot bién gen cia té bao cac dong vat c6 vi CHO/HGPRT.
Nghién ctru trong phong thi nghiém cho thay khong ¢6 bang chimng vé
kha ning gy doc tinh di truyén trong thir nghiém vi phan tir hoic thir
nghiém gen troi giy chét & chudt nhit.

Moxifloxacin khéng anh hudng dén kha nang sinh san & chudt céng
duc va cai khi dung liéu udng cao dén 500mg/kg/ngay, xap xi 21.700
lan tong liéu nho mét tdi da dung hang ngay duoc khuyén céo &
ngudi. & liéu udng 500meg/kg/ngay cb tac dung nhe trén hinh thai hoc
ctia tinh trung ( phan chia cét cua dau va dudi) & chudt cdng duc va
trén chu ky dong duc ciia chudt cong cai.

Thoi ky mang thai: Thude c6 anh hudng giy quai thai

Phan loai C thudc dung trong thai ky: moxifloxacin khong gay quai
thai khi sir dung cho chudt cong mang thai trong sudt qua trinh hinh
thanh co quan khi st dung khi chudt me uéng litu cao 500
mg/kg/ngay ( xap xi 21.700 lan tong lidu nho mit tdi da dung hang

KHA NANG SINH SAN, THAI KY VA CHO CON BU

Kha nang sinh san
Céac nghién ctru nham danh gia vé& anh hudng cua dung dich nho
mit VIGAMOX dén kha nang sinh san chua duoc tién hanh.

Thai ky

Bo cac ndi dung
nay

nhat
dung theo thong
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ngay duge khuyén cdo & nguoi), tuy nhién da quan sat thiy lam giam
thé trong bao thai va lam hoi cham su phét trién xuong cua bao thai.
Khong c6 bang chimg giy quai thai khi ding cho khi Cynomoigus
mang thai liéu uéng cao 100mg/kg/ngay ( xap xi 4.300 lan tdng licu
nho mat t6i da ding hang ngay duoc khuyén cdo cho ngudi). Da quan
sat thay c6 sy ting ti 16 xay ra tinh trang bao thai nho hon khi cho khi
me dung liéu 100mg/kg/ngay.

Vi khong ¢6 cac nghién ctru ¢c6 kiém soat va day du ¢ phu nir mang
thai, dung dich VIGAMOX® chi nén dung trong thoi ky mang thai
khi l¢i ich sir dung cao hon nguy co c¢6 thé xay ra cho bao thai.

Str dung thude trong thoi ky cho con bii: moxifloxacin khong dugc
xac dinh trong sita me, mic du moxifloxacin duoc cho 1a bai tiét qua
stra me.

Nén than trong khi dung dung dich VIGAMOX® trong thoi ky cho
con bu.

C6 rit it hoic khong cé dir lidu vé viée sir dung dung dich nho mat
VIGAMOX trén phu nit mang thai. Tuy nhién du kién thu6c khong
anh hudéng d6i voi phu nir mang thai vi su hap thu toan than
moxifloxacin tir ché phim nho mit 1a khong déng ké.

Vi khong ¢6 cac nghién ctru c6 dbi chimg va day du ¢ phy nif mang
thai, dung dich nhé mat VIGAMOX chi nén ding trong thoi ky
mang thai khi lgi ich str dung cho ngudi me cao hon nguy co cé thé
xay ra cho bao thai.

Cho con bu

Chua biét liéu moxifloxacin c6 dugc bai tiét vao sira me hay khong.
Céac nghién ctru trén dong vat cho thay sau khi uéng moxifloxacin,
thudc duoce bai tiét voi nong do thfip trong sita me. Tuy nhién, du
kién & mirc liéu diéu tri dung dich nho mit VIGAMOX khong gay
anh hudng doi vai tré bu me.

Nén than trong khi dong dung dich nhé mat VIGAMOX trong thoi
ky cho con bu.

Cap nhat ndi
dung theo thong

{in an toan moi.

' Anh hwéng téi kha niing 14i xe va diéu khién may moc

Ciing gidng nhu khi nhé mat bat cir thude nao khac, nhin md tam thoi
va cac rdi loan thi glac ¢6 thé lam anh hudng dén kha nang lai xe va
diéu khién may moc cia bénh nhan. Néu bi nhin m& sau khi nho
thuée, bénh nhan phai chd dén khi nhin r3 lai méi duoc 14i xe va diéu
khién may moc.

ANH HUONG TOI KHA NANG LAI XE VA VAN HANH
MAY MOC

Ciing giong nhu bat cir thuéc nhé mét nao khéc, nhin mo tam thoi
va cac r6i loan thi giac khac c6 thé anh huong té1 kha nang lai xe
hodc van hanh may moéc. Néu ¢6 hién tuong nhin mo sau khi nho
mat, bénh nhan phai chd dén khi nhin 16 lai méi duoc l4i xe hoac
van hanh may moc.

Twong tac thude

N§i dung khong
thay doi chi thay
doi
dat cia mot sb

cach dién

tr, cum tur cho
phu hop hon.

' TUONG TAC VOI CAC THUOC VA CAC DANG TUONG

p&c KHAC
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Chua c6 nghién ciru vé twong tac thude cta dung dich Vigamox. Cac | Céc nghién ctiru vé tuong tac thude-thude chua duoce tién hanh véi | tin an toan moi.
nghién cttu in vitro cho thay moxifloxacin khong kim him CYP3A4, dung dich nhé mat VIGAMOX. Céc nghién ctu in vitro cho thay
CYP2D6, CYP2C9, CYP2C19, hay CYP1A2 vi vay thudc it ¢6 kha | moxifloxacin khong tc ché CYP3A4, CYP2D6é, CYP2C9,
ning anh hudng dén dugc dong hoc cia cac thude chuyén hoa boi | CYP2C19 hay CYP1A2, vi vay thudc it c6 kha ning anh hudng
cytochrome P450 dén duge dong hoc cua cac thubc chuyén hoa béi cac isoenzyme
cytochrom P450 nay.

Do sau khi nhé mat thube nay, ndng do toan than cua moxifloxacin
thap nén tuong tac thudc-thude hau nhu khong xay ra.

Phén ‘ng phu: TAC DUNG KHONG MONG MUON Cap nhat noi
Phan tng phu trén mat duoc bao céo thuong xuyén nhét la viém két | Cac tac dung khong mong mudn sau diy da duoc béo co trong cac | dung theo thong
mac, giam thi luc, kho mét, viém giac mac, kho chiu & mat, cuong tu, | thir nghiém 1am sang véi dung dich nhé mat VIGAMOX va duoc | tin an toan mai.
dau mat, ngira mat, xudt huyét duéi két mac va chay nuée mét. Cac | phan loai theo céc quy w6c sau: rit phé bién (>1/10), phé bién
phan g nay xay ra & xap xi 1- 6 % bénh nhén. 1/100 dén <1/10), khéng phé bién (>1/1.000 dén <1/100), hiém gap
Céc phan ung phy khong dién ra & mét da dugc bo cdo & ti 1& 1- 4% | (>1/10.000 dén <1/1.000) va rat hiém gap (<1/10.000). Trong mdi
nhu sbt, ho, nhiém khuan, viém tai gitra, viém hau, man do, va viém | nhém tan suét, céc tac dung khéng mong mubn duoc sﬁp xép theo
miii. thr ty mirc d6 nghiém trong giam dan.

Phian loai hé

thong co quan

Tac dung khéng mong muon

RO1 loan mau va hé EEE——— ,
Hiém gap: giam hemoglobin

bach huyét
R6i loan hé than | Khéng phé bién: dau dau
kinh Hiém: chimg di cam
Phé bién: dau mat, kich ing mat
Khéng phé bién: viém giac mac chdm, khé
mat, xuAt huyé‘t két mac, sung huyét mat,
phu né mi mét, dong vay bo mi, kho chiu &
R6i loan méat mat

Hiém gap: khuyet bieu méd giac mac, roi
e A J{. " oy W =

loan gidc mac, viém két mac, viém bd mi,
'-"’ by -'{ b b - -

sung mat, phu két mac, nhin mo, giam thi

luc, mo1 mat, ban dd mi mat

_ROi loan ho hép, | Hiém gdp: kho chiu & miii, dau thanh




Chu_y: THONG BAO CHO BAC SI NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

Iong nguc va trung
that

quan-hau hong, cam gidc c6 di vat (&
hong)

R6i loan da day-
rudt

Khoéng phé bién: loan vi giac
Hiém gdp: non

Hiém gdp: ting men chuyén hoda amino
tang
gammaglutamyl

J'{ b Fal e A r
R&i loan gan-mat alanin, men chuyén hoa

Céac tac dung khong mong mudn khac duoc xac dinh tir cac giam
sat sau khi luu hanh dugc liét ké sau ddy. Khong thé uéc tinh tan
suat tir nhitng dif liéu c6 sin. Céc tic dung khéng mong mudn trong
mo6i hé co quan duoc sap xép theo thtr ty mirc do nghiém trong
giam dan.
Phan

thong co quan

loai hé

Téac dung khéng mong mudn

Ro1 loan hé mién

dich Qua man
RoOi loan hé tha

-01 —— Chong mat
kinh

Viém loét giac mac, viém giac mac, ting

R&i loan mét tiét nudc mat, chimg s¢ anh sang, tiét gi

mat
R6i loan tim Tim dap nhanh
R6i loan ho hap,
long nguc va trung | Budn nén

that
Ro6i loan da va md

Ban do, ngtra, phat ban, may day

dudi da

Thong bao véi bac sy cac tac dung khong mong mudn gap phai
khi sir dung thudc

Qus liéu

QUA LIEU
| Do dic diém cuia ché pham nay, du doan khéng c6 doc tinh khi nho
51;51: qua liéu hodc khi nuét nham mat lo thude vao duong tiéu hoa.
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Khi dung ngoai, chua co6 truong hop qua lieéu nao duogc bao cdo. Khi

. E ’ .y . ’ e o & - r A A d
nho mat qua liéu Vigamox cé thé rira mat ngay bang nudc am dé loai
bo thudc.

Chua c6 trudng hop qua liéu dung dich nhd mat VIGAMOX nao
duge bio cdo. Khi nho mat qua lidu VIGAMOX c6 thé rira mét
ngay bang nudc am dé loai bo thude.

THUOC NAY CHI DUNG THEO SU KE PON CUA THAY
THUOC e
PE XA TAM TAY VA TAM NHIN CUA TRE EM

PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si.

Bio quan: Khong bao quan thude trén 30°C.

BAO QUAN
Bao quan ¢ nhiét do khéng qua 30°C.
Vit bé lo thude sau khi mé lo 1 thang

Tiéu chuén chit lwgmg:
Tiéu chudn nha san xuit

Han dung:

Han ding cia thude bao quan trong bao bi kin cta nha san xuét: 24
thang ké tir ngay san xuét.

Han ding sau khi mé nép lo: 1 thang.

HAN DUNG

Han dung ctia thude bao quan trong bao bi kin ctia nha san xuét: 24
thang ké tir ngdy san xuét.

Han dung sau khi mé nap: 1 thang sau khi mé nép lo.

Nha san xuat:

Alcon

Alcon Laboratories, Inc.
Fort Worth, Texas 76134, USA

SAN XUAT BOI

ALCON LABORATORIES, INC.

e
Fort Worth, Texas 76134, Alcon

M.
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