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MAU NHAN DU KIEN

I) NHAN HOP (Hop 1 vi)

Thuéc ban theo don/Prescription only HOP 1 Vi x 10 wEN,NEN BAO PHIM
Box of 1 blister x 10 film-coated tablets

OFLOTAB

Ofloxacin 200mg
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II) NHAN HOP (Hop 10 vi)
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E! Prescription only Box of 10 blisters x 10 film-coated tablets OF LOTAB

Composition:
ONaXacIN s s i 200mg
EXCIISINSIQ 8 i i iiredsinsminanson 1 tablet

Ofloxacin 200mg

SPK/Reg. No.:

Sé 16 SX/Batch No.:
| Ngay SX/Mfg. Date:
HD/Exp. Date

//IKV\ Mekophar Chemical Pharmaceutical Joint-Stock Co.
'\‘IEkoPHi“ 297/5 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietnam
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E! Thudc bén theo don

HOP 10 Vi x 10 VIEN NEN BAO PHIM

OFLOTAB

Ofloxacin 200mg

CONG TY €8 PHAN HOA-DUQC PHAM MEKOPHAR
297/5 Ly Thudng Kiét- P.15 - Q.11 - TP.HCM - Viét Nam

CONG THUC:

VA CAC THONG TIN KHAC:
Xem t& huéng dan s dung.
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CHI BINH, CACH DUNG, CHONG CHi PINH

OFLoTAB

POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.
DE XA TAM TAY TRE EM.
Tiéu chudn &p dung: DBVN IV.
B&o quan noi khd rdo, tranh anh séang,
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III. NHAN VI:
(S6'16 SX, Han dung in trén vi)
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TO HUONG DAN SU DUNG THUOC:

R, OFLOTAB

Vién nén bao phim

CONG THUC:
— OFlOXACIN ...t 200 mg
— TAAUQC VIA Qe e, 1 vién

(Lactose, magnesi stearat, povidon K29/32, natri starch glycolat, colloidal silicon dioxyd, tinh
bot ngd, hydroxypropylmethylcellulose, titan dioxyd, talc, macrogol 6000, polysorbat 80).
DUQC LUC HQC:

— Ofloxacin 1a mét khang sinh thudc ho quinolon trong nhém fluoroquinolon, c6 tac dung diét
khuan manh. Co ché tac dung chua duoc biét ddy du. Glong nhu céc thube quinolon khang
khuan khac, ofloxacin wc ché DNA-gyrase cua nhiéu vi khudn Gram am va uc ché
topoisomerase IV ctia nhiéu vi khudn Gram duong la nhimg enzym can thiét trong qua trinh
nhan doi, phién ma va tu stra DNA cua vi khuan. Ofloxacin c6 phd khang khuén rong bao
gom:

— Khang thudc

v" Chung nhay cam: Vi khuén wa khi Gram duong: Bacillus anthracis, Staphylococcus nhay
cam voéi methicilin. Vi khudn wa khi Gram am: Acinetobacter, chu yeéu Acinetobacter
baumannii, Branhamella catarrhalis, Borderella pertussis, Campylobacter, Citrobacter
Jfreundii, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella
pneumoniae, Legionella, Morganella morganii, Neisseria pasteurella, Proteus mirabilis,
Proteus vulgaris, Providencia, Pseudomonas aeruginosa, Salmonella serratia, Shigella,
Vibrio, Yersinia. Vi khuan ky khi: Mobiluncus, Propionibacterium acnes. Vi khudn khac:
Mycoplasma hominis.

v/ Chung nhay cam vira: Vi khuin wa khi Gram dwong: Corynebacterium, Streptococcus
pneumoniae. Chung khéac: Chlamydiae, Mycoplasma pneumoniae, Ureaplasma urealyticum.

v’ Chung khang thudc: Vi khudn wa khi Gram dwong: Enterococcus, Listeria monocytogenes,
Nocardia asteroides, Staphylococcus khang methicilin. Vi khuan ky khi: trir Mobiluncus va
Propionibacterium acnes.

v’ Mycobacterium khong dién hinh: in vitro, ofloxacin c6 hoat tinh vira phai déi voi mot sé
chfmg Mycobacterium (Mycobacterium tuberculosis, Mycobacterium fortuitum, kém hon
vOi Mycobacterium kansasii va kém hon nita d6i v&i Mycobacterium avium).

— Khang thudc c6 thé phat trién trong qué trinh diéu tri théng qua cac dot bién & cac gen cua

nhiém sic thé cua vi khuan ma hoa DNA-gyrase hodc topoisomerase hodc thong qua van chuyén

thude tich cuc ra khoi té bao. Khang thubc d tang 1én tir khi dua vao sir dung fluoroquinolon,
dac biét ddi véi Pseudomonas va Staphylococcus, Clostridium jejuni Salmonella, Neisseria
gonorrhoeae va S.pneumoniae.

DUQC DONG HOC:

— Ofloxacin dugc hip thu nhanh va t6t qua duong tiéu héa. Sinh kha dung qua dudng ubng
khoang 100% va c6 nong do dinh huyét twong 3 - 4 microgam/ml, 1 - 2 gi¢ sau khi uong mot
liéu 400 mg. Hap thu bi chdm lai khi c6 thirc an nhung ty 1& hdp thu khong bi anh hu'O'ng Nua
doi trong huyét tuong 1a 5 - 8 gi0, trong trudng hop suy thén, c6 khi kéo dai 15 - 60 gio tuy
theo muc do suy than, khi d6 can diéu chinh lidu. Ofloxacin dugc phan bd rong khip cac dich
co thé, ké ca dich ndo tuy va xam nhép t6t vao cac mod. Khoang 25% nong dd thuoc trong
huyét tuong gén vao protein huyét twong. Thubc qua nhau thai va tiét qua sira. Co nong dod
tuong dbi cao trong mt.

— Khi dung lidu don, it hon 10% ofloxacin dugc chuyén héa thanh desmethyl-ofloxacin va
ofloxacin N-oxyd. Desmethyl-ofloxacin ¢6 tac dung khang khuan trung binh. Thuoc duoc loc
qua ciu than va bai tiét qua ong than. 75 - 80% thudc duoc bai tiét qua nudc tleu dudi dang
khong chuyén héa trong 24 dén 48 gio, lam ndng 4 thudc cao trong nudc tiéu. Dudi 5%
thudc duoc bai tiét dudi dang chuyen hoa trong nudce tiéu; 4 - 8% thudc bai tiét qua phan. Chi
mot lugng nho ofloxacin dugc thai banﬁg tham phan mau.
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CHI PINH:
Ofloxacin dugc dung trong cdc bénh:

— Nhiém khuén Chlamydia tai cd tir cung hodc niéu dao ¢ hodic khong kém 1au, 1au khong bién
chumg, viém tuyén tién ligt.

— Nhiém khudn da va mé mém.

— Viém dai trang do nhiém khuén.

— Nhiém khuan duong tiét niéu khong phirc tap: Do khang sinh fluoroquinolon, trong d6 ¢
ofloxacin lién quan dén phan tmg c6 hai nghiém trong (xem muc than trong) va nhiém khuan
duong tiét niéu khong phirc tap & mot sé bénh nhan cé thé ty khoi, chi nén sir dung ofloxacin
cho nhiing be_:nh‘nharrl khong c6 lya chon diéu tri khéc thay thé.

— Dot nhiém khuan cdp cia viém phé quan man tinh (do vi khuén hay viém phdi): Do khang
sinh fluoroquinolon, trong d6 ¢6 ofloxacin lién quan dén phan ung c6 hai nghiém trong (xem
muc than trong) va dot nhiém khuan cép ciia viém phé quan man tinh & mot sb bénh nhén ¢6
thé tu khoi, chi nén sir dung ofloxacin cho nhiing bénh nhan khong c6 lua chon diéu tri khac
thay thé.

— Viém xoang cép tinh do vi khuan: Do khang sinh fluoroquinolon, trong d6 c6 ofloxacin lién
quan dén phan ung c6 hai nghiém trong (xem muyc than trong) va viém xoang cép tinh do vi
khuan & mot sd bénh nhan c6 thé tu khoi, chi nén sir dung ofloxacin cho nhitng bénh nhan
khong c6 lua chon diéu tri khac thay thé.

LIEU DUNG, CACH DUNG:
— Nguoi 16n:
+ Nhidm Chlamydia (cb tir cung va niéu quéan): udng 400 mg/ ngay udng 1 1an hoic chia thanh
liéu nho ubng cach 12 gid/ 1an, trong 7 ngay.
Lau, khong bién chimg: uéng 400 mg, 1 liéu duy nhét.
Viém tuyén tién liét man tinh: uéng 200 mg, cach 12 gid/ lan, trong 28 ngay.
Nhiém khuén da va mé mém: uéng 400 mg, cach 12 gio/ lan, trong 10 ngay.
Viém phe quan dot bénh nang do nhiém khuan hogc viém phdi: udng 400 mg/ ngay, nén udng
vao budi sang, tang lén khi can: 400 mg cach 12 gio/lan, trong 10 ngay.
Nhiém khuén duong tiét niéu:

v Viém bang quang do E.coli hodc K. pneumoniae: ubng 200 mg, cach nhau 12 gio/ lan,

trong 3 ngay.

v' Viém bang quang do céc vi khuén khéc: ubng 200 mg, cach nhau 12 gio/ lan, trong 7 ngay.

v/ Nhiém khuan duong tiét niéu c6 bién chimg: uéng 200 mg, cach nhau 12 gio/ lan, trong 10

ngay.

— Ngudi 16n suy chirc nang thén:

+ Cl,> 50 ml/phut: liéu khong thay d6i, uong cach 12 gio/ lan.

+ Cl: 10 - 50 ml/phut: liéu khong d6i, ubng cach 24 gio/ lan.

+ Cl; <10 ml/phut: udng nira lidu, cach 24 gid/ lan.

— Liéu tré em cho toi 18 tudi: Khéng khuyén céo dung.

- Ngum cao tudi: diéu chinh lidu theo mirc d6 suy than.

CHONG CHI DINH:

— Ngudi co tién sir qua man véi ofloxacin, cac quinolon khac va/hodc cic thanh phan khéc trong
ché pham.

~ Tré dudi 18 tudi.

— Thiéu hut glucose-6-phosphat-deshydrogenase.

THAN TRONG:

— Than trong khi sir dung thubc d6i véi cac nguoi bénh dong kinh hodc co tién st rdi loan than
kinh trung wong. Phai giam lidu ddi véi nguoi bénh bi suy than.

— Tranh phoi nang hodc tia cuc tim vi ¢6 nguy co man cam 4nh sang.

— Hoat tinh cua ofloxacin ddi v&i Mycobacterium tuberculosis c6 thé lam xét nghiém BK tr&
thanh 4m tinh & nguoi bi lao ph01 hodc lao xuong khop.

— Ciing nhu cac khang sinh pho rong khac, phai chu y dén viém dai trang do Clostridium

+ + 4+ o+

=

difficile, phai ngung diéu tri néu dang dung ofloxacin.
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— Cac phan mg c6 hai nghiém trong c6 kha ning khong hoi phuc va gy tan tat, bao gdm viém
gan, dut gan, bénh 1y than kinh ngoai bién va céc tac dung bét loi trén day than kinh trung
uong.

— Cac khang sinh nhém fluoroquinolon ¢ lién quan dén cac phan ung c6 hai nghiém trong c6
kha nang gy tan tat va khong hdi phuc trén cac hé co quan khéac nhau cua co thé. Cac phén
g nay c6 thé xudt hién dong thoi trén cung bénh nhan. Cac phan ing cé hai thuong dugc ghi
nhan gdm viém gén, dut gan, dau khép, dau co, bénh ly than kinh ngoal vi va cac tac dung bat
loi trén hé théng than kinh trung uong (4o giéc, lo au, trdm cam, mat ngu, dau dau nang va la
lan). Céc phan g nay co6 thé xay ra trong vong Va1 gid dén vai tun sau khi str dung thudc.
Bénh nhan & bat ky tudi nao hodc khong co yéu td nguy co ton tai tir trude déu co thé gip
nhitng phan Ung c6 hai trén.

— Ngung str dung thude ngay khi c6 ddu hiéu hozc triéu chimg déu tién cua bat ky phan ung co
hai nghiém trong nao. Thém vao dd, tranh sur dung céc khang sinh nhém fluoroquinolon cho
cac bénh nhan da tig gap cac phan ing nghiém trong lién quan den fluoroquinolon.

— Ché pham c6 chira lactose, than trong cho ngudi bénh mac cac rdi loan di truyén hiém gap vé
~ dung nap galactose, chimg thiéu hut lactase Lapp hodc r6i loan hip thu glucose-galactose.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY:

Thubc c¢6 thé gdy mot s tac dung phu nhu dau dau, chong mat, mét mai, run, rdi loan thi giac;
nén than trong khi ding thude cho ngudi l4i xe va van hanh may.
THOI KY MANG THAI - CHO CON BU:

— Ofloxacin qua nhau thai. Ciing phat hi¢n thdy ofloxacin trong nudc 6i ciia hon mét nira s6
ngudi me mang thai cé dung thudc. Chwa cé nhiing cong trinh theo dai day du trén nguoi. Tuy
vay, vi ofloxacin va céc fluoroquinolon gdy bénh vé khép & suc vat non, khong nén dung
ofloxacin trong thoi ky mang thai.

— Ofloxacin c6 bai tiét vao sita me voi nong do tuong tu nhu trong huyét tuong. Cac
fluoroquinolon da dugc biét 1a gy tén thuong vinh vién & sun cia nhitng khép chiu luc va ca
nhidu ddu hiéu bénh ly khac vé khép & suc vét non. Vi vdy nén khong thay thé dugc khang
sinh khéc va van phai dung ofloxacin, thi khéng nén cho con bu.

TAC DUNG KHONG MONG MUON:

— Thuong gap:

+ Tiéu hoa: budn ndn, ndn, tiéu chay, dau bung va roi loan tiéu hoa.

+ Than kinh: dau d4u, chéng mat, mét méi, run, mét ngt, 4 mdng, rdi loan thi giac.

+ Da: phat ban, ngira, phan tmg da kiéu qua mén.

— Hiém gap:

+ Than kinh: a0 gidc, phan ng loan than, trdm cam, co giat.

+ Da: hoi ching Stevens-Johnson va hoai tir nhiém doc cua da.

Thong bao cho bac s nhirng tac dung khong mong mubn gap phai khi sir dung thudc.

TUONG TAC THUOC:

— Thube khang acid lam giam hap thu ofloxacin.

— Thubc chéng déng mau: ofloxacin 1am ting tic dung cla acenocoumarol va wafarin, c6 nguy
co chay mau, phai kiém tra thuong xuyén INR. C6 khi can phai diéu chinh liéu thudc chong
dong mau trong thoi gian diéu tri ofloxacin va sau khi ngimg ofloxacin.

— Sét udng lam giam hap thu ofloxacin.

— Sucralfat lam giam hap thu ofloxacin.

QUA LIEU VA CACH XU TRIi:

— Qué liéu thuong hay gap & ngudi cao tudi va 1/3 trudng hop 1a do khéng diéu chinh liéu cho

pht hgp véi chitc nang thén.

— Tri¢u chimg: hay gap nhAt 1a nhing biéu hién vé than kinh nhu 14 13n, con co giat, co giat co,
ao giac va cac roi loan gan co, khoang QT kéo dai (loan nhip thét, xoén dinh).

— X tri: khong c6 thude giai dgc déc hiéu, didu tri triéu chimg. Phai theo d&i cac biéu hién than
kinh, lam dién tdm d6 dé theo doi khoang QT. Phai theo ddi churc nang than (creatinin huyet)

dé danh gia kha niang dao thai thudc. Trong nhitng ngay sau, can khuyén nguo'l bénh tranh bit
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céc co gan lam viéc qua suc va trd lai hoat dong thé luc dan dan. ThAm phén mau, thim phéan
mang bung khong gitp ich dé loai bo ofloxacin.

HAN DUNG:

36 thang ké tir ngay san xudt. Khong st dung thudc hét han ding.
BAO QUAN:

Noi kho réo, tranh anh sang, nhiét do khong qua 30°C.
TRINH BAY:

—Vi 10 vién bao phim. Hop 1 vi.
—Vi 10 vién bao phim. Hop 10 vi.

Dé xa tam tay tré em
Poc ky hwéng din sir dung truée khi dung.
Néu cin thém thong tin, xin héi y kién bac s§.
Thubc nay chi sir dung theo sy ké don ciia béc sy.

X ' . S’é.n xuat tai: .
CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR
297/5 Ly Thu'orng Ki¢t—P.15-Q.11 — TP Ho6 Chi Minh

Ngay 04 thang 10 ném 201 7
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