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Rx Thuée nay chi dimng theo don thudc

TOPFAX

Vién nén bao phzm Ofloxacin 200 mg
Dé xa thm tay tré em
Poc ki hwéng din sir dung trirée khi ding

: 0ﬂoxac1n 200 mg

( : Tinh bt ngd, Lactose, Polyvinyl pyrrolidon (PVP) K30, Natri starch glycolat,
Magnesi stearat, Colloidal silicon dioxyd (Aerosil), Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, Polyethylen glycol (PEG)
6000, Quinolein yelllow lake.

Dang bao ché: Vién nén bao phim

Chi dinh

TOPFAX dugce ding trong cac truong hop nhiém triing do cac vi khudn nhay cam:

» Viém phe quan n.{ang do vi khuan, viém phéi

> Dot nhiém khuan cap cia viém phé quan man tinh

Do khang sinh ﬂuoroqumolon trong d6 c6 TOPFAX lién quan dén phan {ing c6 hai nghiém trong -
(xem muc Canh béo va thén trong) va dot nhiém khuan cap cua viém phé quan man tinh & mét sb

bénh nhan ¢6 the tw khoi, chi nén sir dung TOPFAX cho nhitng bénh nhan khéng ¢6 lva chon diéu "
tri khéc thay thé.

» Viém xoang cdp tinh do vi khudn o
Do khang sinh fluoroquinolon, trong d6 ¢é TOPFAX lién quan dén phan tng ¢6 hai nghiém trong >
(xem muyc Cénh béo va than trong) va viém xoang cap tinh do vi khudn mot sé bénh nhén c6 thé ty 2R
khoi, chi nén sir dung TOPFAX cho nhitng bénh nhan khéng c6 lwa chon diéu tri khéc thay thé. -

> Nhiém khudn dwong tiét niéu khong phice tap

~ Nhiém khuan Chlamydia tai c6 tir cung hodc ni¢u dao co hoge khong kém 1au, ldu khong bién
ching, viém tuyén tién ligt, viém dudng tiét niéu.

— Do khang sinh fluoroquinolon, trong d6 c6 TOPFAX lién quan den M@ ¢d hai nghiém
trong (xem muc Canh bdo va thén trong) va nhiém khudn duéng tiét nidu khéng phirc tap & mot
s0 bénh nhén ¢ thé ty khoi, chi nén sir dung TOPFAX cho nhirng bénh nhan khéng ¢6 lya chon
diéu tr khéc thay thé.

» Nhiém khuén da va mé mém.

» Viém dai tring do nhiém khuan.

Li¢u lwong va cich ding

Li€u dung va thoi gian dung thude cho timg truong hop cu thé theo chi dinh cua bac si didu tri.

Thoi gian diéu tri ofloxacin tly thude vao loai nhiém khuén va mirc do ning nhe ctia bénh. Véi da

s6 nhiém khudn, viée didu tri can tlcp tuc it nhat 48 gior sau khi ngudi bénh khong con triéu chimg.

Thoi gian diéu trj thuong 1a 1 - 2 tudn, nhung véi cée nhidm khudn ning hodc ¢6 bién chimg, c6

thé phai didu trj dal ngay hon.

- Viém myé'n tmn het 300 mg x 2 lan/ngay, trong 6 tudn.

- Nhiém !au citu co tir cung va nigu dao khéng bién chitng: Liéu duy nhét 400 mg/ngay

- Viém ¢6 tir cung va viém ni¢u dgo khong do lau cdu: 400 mg/ngay don lidu hoic chia lidu.

- Nhiém trang da va mé mem 400 mg x 2 lan/ngay.

- Nhiém khuin diwéng tiét ni¢u khong phire tap: 200- -400mg/ngay.

- Nhiém tring dwong tiéu trén phirc fap: 400 mg/ngdy, néu can, ting liéu 1&én 400 mg x 2
ln/ngay.

- Dyt nhiém khudn cdp ciia viém phé quin man tinh: 400 mg/ngay, néu cin, tang lidu 1én 400
mg X 2 lan/ngay.

- Viém xoang cap tinh do vi khuin: 400 mg/ngay, néu cin, tang lidu 1én 400 mg x 2 ldn/ngay.
Ngueoi lon suy chire nang than:
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Nhimg bénh nhan c6 d¢ thanh thai creatinin > 50 ml/phit: Liéu khong thay déi, ubng cach 12
gid/1 lan. .

Nhimg bénh nhan c6 d3 thanh thai creatinin: 10 - 50 ml/phit: liéu khong déi, udng cach 24 gio/1
lan.

Nhitng bénh nhan cé do thanh thai creatinin < 10 ml/phut: Ubng nira lidu, cach 24 gid/1 lan,

Lidu tré em cho ti 18 tudi: Khong khuyén céo ding.

Cdch dung

Ubng nguyén vién thude, nén udng thude trude khi an.

Chong chi dinh

Ngudi co tien sir qua man vé6i ofloxacin, cac quinolon kKhéc va/hodic céc thanh ph';in khéc cé trong
ché phém.,

Céc thubc diét khuén fluoroquinolon nhu ciprofloxacin, ofloxacin €6 thé gay thoai hoa sun khép ¢
cac khép chiu lyc trén suc vat thuc nghiém. Vi vdy khong nén dung cho tré dudi 18 tudi, ngudi
mang thai va cho con bu.

Thiéu hut glucose-6-phosphat-deshydrogenase.

Cinh bdo va thin trong

Phai dung than trong doi voi cdc ngudi bénh déng kinh hodc €6 tién sir rdi loan than kinh trung
wong. Phai giam liéu ddi véi ngudi bénh bi suy than.

Phai trdnh 4nh sang va tia cuc tim vi ¢6 nguy co' man cam 4nh séng.

Phai cht v dén viém géan, dac biét gin Achille & ngudi cao tudi.

Ciing nhu cac khang sinh phd rong khac, phai chd y dén viém dai trang do Clostridium difficile.
Hoat tinh cua ofloxacin dbi véi Mycobacterium tuberculosis c6 thé lam xét nghiém BK tro thanh
Am tinh & nguoi bi lao phdi hodc lao xuong khép.

Théan trong voi ta dugce lactose: Bénh nhin c6 cac rdi loan di truyén hiém gip vé dung nap
galactose, chimg thiéu hut lactose Lapp. hodc rdi loan hép thu glucose — galactose khong nén sir
dung thudc nay.

Céc phan (mg ¢6 hai nghiém trong c6 kha ning khong hodi phuc va gay tan tat, bao gbm viém gan,
dirt gan, bénh ly thin kinh ngoai bién va cdc téc dung bt loi trén than kinh trung wong.

Cac khéng sinh nhom fluoroquinolon ¢ lién quan dén céc phan (mg co hai nghiém trong c6 kha
ning gay tan tit va khong héi phuc trén céc hé co quan khac nhau cia co thé, Cac phan tmg nay co
thé xuat hién ddng thoi trén cing bénh nhén. Cdc phan img c6 ha[:ﬁmb/%g duoc ghi nhan gom
viém gan, diit gan, dau khop, dau co, bénh Iy than kinh ngoai vi va Céc tic dung bat loi trén hé
théng than kinh trung uong (do gidc, lo au, trAm cam, mat ngu, dau ddu ning va 1 1an). Céc phan
{mg ndy co thé xay ra trong vong vai giv dén vai tun sau khi sir dung thube. Bénh nhan & bét ky
tudi nao hodc khong co yéu td nguy co ton tai tir truée deu ¢6 thé gap nhimg phan tmg ¢ hai trén.
Ngimg sir dung thubc ngay khi c6 ddu hiéu hogc trigu chimg du tidn cua bat ky phan tmg c6 hai
nghiém trong nao. Thém vao dé, tranh sur dung céc khang sinh nhom fluoroquinolon cho cac bénh
nhan da timg gap cdc phan (mg nghiém trong lién quan dén fluoroquinolon.

Sit dung thube cho phu nir mang thai

Ofloxacin qua nhau thai. Ciing phat hién thdy ofloxacin trong nudc 5i ciia hon mot nira 6 ngudi

m

me mang thai ¢6 dung thuoc. Chua ¢ nhimg cong trinh duge theo doi tot va day du trén nguoi.
Tuy vy, vi ofloxacin va cdc fluoroquinolon khac gay bénh vé khop & stic vt non, khong nén ding
ofloxacin trong thoi ky mang thai.

Sir dung thube cho phu nir cho con bu

Ofloxacin c6 bai tiét vao sira me véi ndng do tuong tu nhu trong huyét tuong. Céc fluoroquinolon
da duoc b‘iét 1a gay ton thuong vinh vién & sun cta nhimg khop chiu lyc va ca nhiéu du hidu bénh
Iy khac vé khép & stic vt non. Vi viy néu khong thay thé duge khang sinh khac va vén phai diing
ofloxacin, thi khéng nén cho con bu.

Anh huong cuia th_uéc dén kha ning ldi xe va vin hanh mdy moc

Chura c6 béo c4o vé anh hudng cua thude khi sir dung cho ngudi 14i xe va van hanh méy moc.
Twong tic cua thude véi cdc thude khac va cdc loai twong tic khac

a

- Thudc khang acid, céc ché phim c¢6 chira <At va thube sucralfat 1am giam hép thu ofloxacin.
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- Thube chéng dong mau: Ofloxacin lam tang tac dung cua acenocoumarol va warfarin, co
nguy co gay chay mau. Phai kiém tra thuong xuyén INR. Co khi cn phai diéu chinh lidu
thudc chéng dong mau trong thoi gian dicu tri ofloxacin va sau khi ngung ofloxacin.

Tic dung khéng mong mudn (ADR)
Thuomg gdp, ADR > 1/100
_ Tiéu hoa: Budn non, ndn, tidu chay, dau bung va ri loan tiéu héa.
- Thin kinh: Pau ddu, chong mit, mét méi, mét ngu, run, 4 méng, roi loan thi gide.
- Da: Phét ban, ngira, phan tmg da kiéu qua man.
Hiém gap, ADR < 1/100

- Théan kinh: Ao gi4c, phan (mg loan thén, trAm cam, co giét.

- Da: Viém mach, hdi chimg Stevens - Johnson va hoai tir nhiém ddc cua da.
Huéng din cich xit tri ADR:
Ngimg diéu trj néu ¢6 céc phan img v& tAm than, than kinh va qua man (phat ban néng).
Théng bdo cho bidc si nhitng tdc dung khong mong mudn gap phai khi sie dung thuéc.
Qui li¢u va cich xir tri
Qué lidu thuong hay gap & ngudi cao tudi va 1/3 truomg hop la do khong diéu chinh liéu cho phu
hop voi chirc nang thén.
Trigu chirng: Hay gap nhét 1a nhimg bidu hién vé thin kinh tam than nhu 14 1an, con co gidt, co
git co, a0 giac va cac rdi loan gan — co. Khoang QT co thé kéo dai, rdi loan tiéu hoa (ndn, loét
niém mac mi¢ng). ‘ ~
Xie tri: Khong c6 thube giai doc dac higu, diéu tri triu chimg. Phai theo ddi cac bicu hién than
kinh, 1am dién tim dé dé theo ddi khoang QT. Phai theo doi chirc ning than (creatinin huyét) dé N
danh gia kha nang dao thai thudc. Trong nhirng ngay sau, cAn khuyén ngudi bénh tranh bt cac co
gin 1am viée qud sirc va tro lai hoat dong thé lyc din dan. Thim phan méau, tham phan mang bung
khong gitip ich dé logi bo ofloxacin.
Piic tinh duoe lwe hoc A

Y J

Ofloxacin 12 thude khang khun nhom fluoroquinolon giong nhu ciprofloxacin, nhung ofloxacin :
khi udng c6 kha dung sinh hoc cao hon (trén 95%). 76553
Ofloxacin ¢6 phd khang khuén rong bao gom: -
Chung nhay cam: GTY
- Vi khuén ua khi Gram dwong: Bacillus anthracis, Sraphylococggfyl{ay cam voi methicilin, _H’w

- Vi khuén ua khi Gram 4m: Acinetobacter, chu yéu Acinetobactér baumannii, Branhamella RMAU
catarrhalis, Borderella pertussis, Campylobacter, C itrobacter freundii, Enterobacter S
cloacae, Escherichia coli, Haemophilus influenza, Klebsiclla pneumonia, Legionella, —iﬂgj

Morganella morganii, Neisseria pasteurella, Proteus mirabilis, Proteus vulgaris,
Providencia, Pseudomonas aeruginosa, Salmonella serratia, Shigella, Vibrio, Yersinia.
- Vi khuan ky khi: Mobiluncus, Propionibacterium acnes.
- Vi khuén khéc: Mycoplasma hominis.
Chung nhay cam vira: Vi khuidn uwa khi Gram duong: Corynebacterium, Streptococcus,
Streptococcus pneumonia.
Chung khac: Chlamydiae, Mycoplasma pneumoniae, Ureaplasma urealyticum.
Chung khang thude:
- Vi khuan wa khi Gram duwong: Enterococcus, Listeria monocylogenes, Nocardia asteroids,
Staphylococcus khang methicilin.
- Vi khuén ky khi: trlx Mobiluncus va Propionibacterium acnes.
Mycobacterium khdng dién hinh: /n vitro, ofloxacin c6 hoat tinh vira phai dbi vai mot sé ching
Mycobacterium  (Mycobacterium tuberculosis, Mycobacterium  fortuitum, kém hon voi
Mycobacterium kansasii va kém hon nira ddi voi Mycobacterium avium).
Khang thudc da tang 1én tir khi dua vao su dung fluoroquinolon, dac biét ddi vai Pseudomonas va
Staphylococcus, Clostridium jejuni Salmonella, Neisseria gonorrhoeae Va S.pneumoniae.
Co ché tic dung
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Co ché tac dung chua duge biét diy do. Giong nhu cdc thube quinolon khang khuan khéc,
ofloxacin trc ché DNA — gyrase cua phiéu vi khuan Gram &m va (rc ché topoisomerase IV cia vi
khudn Gram duong la nhitng enzym c4n thiét trong qua trinh nhéan d6i, phién ma va tu sua DNA
ctia vi khuén.

Dic tinh dwoe dong hoc

Hap thu: Ofloxacin duoc hap thu nhanh va tét qua duong tiéu hoa. Kha dung sinh hoc qua dudng
uéng khoang 100% va cé nong d¢ dinh huyét tuong 3 - 4 microgam/ml, 1 -2 gi¢ sau khi ubng 1
lidu 400 mg. Hip thu bi chdm lai khi co thic dn nhung ty 1& hip thu khong bi anh huong. Theri
gian ban thai 1a 5 - 8 gid; trong trudng hop suy thén, ¢ khi kéo dai 15 - 60 gio thy theo mirc dd
suy than, khi d6 can diéu chinh liéu.

Phan bé: Ofloxacin duge phan bé rong khap vao céc dich co thé, ké ca dich ndio tiy va xam nhdp
16t vio cde mé. Khoang 25% néng do thudc trong huyét tuong gén vao protein huyét tuong. Thude
qua nhau thai va tiét qua sira. Co ndng do tuong ddi cao trong mat.

Chuyén héa: Khi ding lidu don, it hon 10% ofloxacin duge chuyén hoa thanh desmethyl -
ofloxacin va ofloxacin N - oxyd. Desmethyl - ofloxacin c6 tic dung khang khuan trung binh.

Thdi trie: Than van la noi thai ofloxacin chinh, thudc duge loc qua cau than va bai tict qua dng

-

thn. 75 - 80% thudc duoe bai tiét qua nudc tiéu dudi dang khong chuyén hoa trong 24 dén 48 gio,
lam nong do thude cao trong nude tiéu. Dudi 5% thube duge bai tiét duai dang chuyén hoa trong
nude tidu: 4 dén 8% thude bai tiét qua phan. Chi mét lugng nho ofloxacin duge thai bang tham
phan mau.

Quy cich déng gdi

Hop 10 vi x 10 vién nén bao phim.

Chai 200 vién nén bao phim.

Didu kién bido quin

Bao quan thudc & noi khé thodng, nhiét ddo duai 30°C, tranh anh sang.

Han ding ciia thudc

36 thang ké tir ngay san Xuét.

Tiéu chufin: Tiéu chuén co so.

e =

Nha sin xuat )

CONG TY CO PHAN US PHARMA USA 0.

L& Bl — 10, Pudng D2, Khu cong nghiép Tay Bac Cu Chi - TPMhi Minh — Viét Nam.
Moi thic méc va théng tin chi tiét, xin lién hé vé sé dién thogi 028-37908860
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