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Rx-Thuéc nay chi dimg theo dom thuéc

| . G-FLO 200
| Dé xa tam tay cua tré em. ‘
J Doc ky huomg dan sit dung triece khi ding.
it SDK:VN-22153-19

THANH PHAN CONG THU'C THUOC
MGoi vién nén bao philz chua:
Thanh phan hoat chat
Ofloxacin USP 200 mg
Thanh phin té dwgc .
Tinh b6t bap, lac}tlofe, tale, magnesi stearat, hypromellose, titanium dioxyd, macrogol, mau sat vang oxyd vira du 1 vién.
DANGBAOC |

K

Dang bao che: Vién nénbao phim -
zlgfé: Vién nén tron bao phim mau vang, hai mat 16i.
b

Ofloxacin dugc ding trong cic }‘)énh:

- Viém phé quan néing dovi khuén, viém phoi. : e

- Nhiém khuén Chlamydia tai ¢ tir cung hodc niéu dao c6 hodc khong kém lau, 14u khong bién chimg, viém tuyen tién liét,

viém dudng tiet niéu. :

-Nhiém khuén da va md meém., :

- Viém dai trang do nhiém khuan. Bénh than. : £

;lhThuo;:r:liém tinh mach chi ding trong bénh vién va cho ngudi 16n bi nhiém khuén rat nang do vi khuan dugc xac minh 1a
ay cam. £ :

- Nhiém khuén duong tiét ni¢u khong phirc tap: Do khéng sinh fluroquinolon, trong 46 c6 G-FLO 200 lién quan dén phan

{mg c6 hai nghiém trong (xem muc Canh c4o va thin trong) va nhiém khuan dudng tiét niéu lfhéniﬁlénci'c tap & mot so génh

nhancé thétukh?i, chinénsir dunﬁ G-FLO 200 cho nhirng bénh nhan khong con Iya chon di€u tri thag' thé. :

- Dot nhiém khuan cap cha viém phé quan man tinh: Do kﬁéng sinh ﬂuoroglxinolon, trong d6 c6 G-FLO 200 lién quan dén

phan ing v6 hai nghiérg ong (xem muc Cénh bao va than trong) va dot nhiém khuan cap cua viém ph quan man tinh &

$§t s0 bénh nhén c6 thé tr khoi, chi nén sir dung G-FLO 200 cho nhitng bénh nhén khong c6 lyra chon diéu tri khic thay
2 - #

CACHDUNG, LIEU DUNG

Nguwoilon:

Viém phé quan dot bénh ngng do nhiém khudn hodc viém phoi: Ubng 400 mg/ngay, nén udng budi sang, ting 1én khi can
t61400 mg cach 12 gio/ 1 lan, trong 10 ngdy. | UL . * S
Nhiém Chlamydia (cé tir cung va niéu quan): Uong 400 mg/ngdy udng 1 1an hoac chia thanh liéu nh6 uong cach 12 gio/ 1
lan, trong 7 ngdy. : : .

Ldu, khong bien chumg: Uopg 400 mg, 1 liéu duy nhat. | %
Viém tuyén tién li¢t man nr Uong 200 mg, cach 12 gio/ 1 lg‘m,’trong 28 ngay.

Nhiém khuan da va mé mém: Udng 400 mg, cach 12 gio/ 1 lan, trong 10ngay.

Nhiém khuan duong tiét niéit khong phiec tap: 3 ' 8

Viém bang quang do E. colihoic lg pneuminiae: Uong 200 mg, cachnhau 12 gi¢/ 1 lan, trong 3 ngay.
Viém bang g'uagg do céc vi khuan khac: Uong 200 mg, cach 12.gid/ 1 1an, trong 10 n%éy. .
Dot nhiém khudn cap cia viém phé quan man tinh: Udng 400mg/ngay, néu can c6 thé ting 16n 400 mg x 2 lan/ ngay.
Nguwoilon suy chirc than: .

Cler> 50 ml/phit: Liéu khong thay ddi, ubng céch 12 gid/ 1 1an.

Cler: 10 -50 ml/phut: Liéukhong doi, uong caich%:1 gio/1 lan.

Clgr <10 ml/phut: Ubngniraliéu, cach 24 gio/1 lan.

Liéu tré em cho t6i 18 tudi: Khong khuyén céo ding.

Ngwoi cao tudi: Diéu chinh liéu theo mirc d suy than. ;
CHONG CHI PINH : ;
Cllxlé?r?xg chi dinh véi ngudi cé tién sir qua min véi ofloxacin, cic quinolon khéc va/ hogic céc thanh phén khac c6 trong ché

pham. " :

Céc thubc diét khuin fluoroquinolon nhur ciprofloxacin, ofloxacin c6 thé gy thoai hoa sun khép & cac khép chiu lyc trén
stic yat thuc nghiém. Vi vdy khong nén dung cho tré dudi 18 tud6i, ngudi mang thai va cho con bu.

Thiéu hyt glucose-6-phosphat-deshydrogenase.

CANH BAO VA THAN TRONG KHIDUNGTHUOC . v
Phai dung than trong d0i v&i ngudi bénh dong kinh hodc c6 tién sir rdi loan thin kinh trung wong. Phai gidm liéu doi véi
bénhnhanbisuythan. | :

Phai tranh phoi ning ho#c tia cyre tim vi c6 nguy co méan cam véi 4nh séng.

Phai chu y dén viém gan, dic biét gan Achille & ngudi cao tudi. ; 2
Hoat tinh ctia ofloxacin d6i v6i Mycobacterium tuberculosis 6 thé 1am xét nghiém BK tr¢ thanh am tinh & ngudi bi lao
phoi hodclao xwongkhdp. . iy » 5
Ciing nhur cac khing sinh pho rong khéc, phai chu y dén viém dai trang do Clostridium difficile, phai ngimg dicu tri
ofloxacin néu dang dung. : g
Céc phan img c6 hai nghiém trong c6 kha niing khong héi phue va gay tan tit, bao gdm viém gén, dirt gin, bénh than kinh

ngoai bién va cic tac dung bét lgi trén than kinh trung vong. b

Cac khang sinh nhém ‘t;‘lgoroquinolon c6 lién quan dén phan (mg c6 hai nghiém tr%ng cokha nanﬁngéy tan tat va khong hoi

phuc trén céc co quan khac nhau cua co thé. Cac dphén n, nélzl::é the xuat hi¢én dong thoi trén cung bénh nhéan. Cac phan
irt gan,

ung c6 hai thuron duql:::nihi nhén gom vién gin, au khdp, dau co, bénh ly than kinh ngoai vi va céc tac dung bat
loi trén hé thong tifm inh trung wong (4o giac, lo au, trim cim, mat ngu, dau dau ning va 1 1an). Céc phan tmg nay c6 thé
xdy ra trong yong vai gid dén vai tuan sau khi sir dung thudc. Bénh nhan & bat ky tudi nao hoic khong c6 yéu to nguy coton
tai tir trude déu co the gdp nhung phan img c6 hai trén. £ : .

Ngung sir dung thudc ngay khi c6 dau hiéu hodc triéu chimg dau tién cua bat ky phan tmg c6 hai nghiém trong ndo. Thém
vao do, tranh sir dung cac khang sinh nhém fluoroquinolon cho céc bénh nhan da timg gép cac phan img nghiém trong lién
quan dén fluoroquinolon. = = 2

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Strdung cho phu m?cévfhai:

Phu nit mang thai < =

Chua cg nhimg cong trinh dugc theo di tot va day du trén ngudi. Tuy vdy, vi ofloxacin va cac fluoroquinolen khac gay
bénh vé khép ¢ stic vat non, khong nén dung ofloxacin trong thoi ky mang thai.

Phy nit cho con bii; - - . t
Ofloxacin c6 bi tiét vao sira me v&i ndng d6 twong tyr nhu trong ,huf\ft trong. Céc fluoroquinolon da dugc biét 1a gay ton
thuong vinh \;ién & sun cta nhimg khdp chiu lyc va ca nhiéu dau hiu bénh ly khac vé khép & stc vét non. Vi viy néu
khong thay theé dugc g sinh klglc va van phai ding ofloxacin, thi khong nén cho con bu.

ANHHI);GNGCUA [HUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 3
Di c6 nhimg béo cdo vé budn ngu, suy giam nhén thirc, chéng mit va roi loan thi giac khi dung thudc nén khong nén 14i xe
hodc van hanh méay méc khi dung thuéc. Nhitng hién twgng nay cé thé ting cuc‘mgfhi uong ruou.
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TUONG TAC, TUONG KY CUATHUOC
T iia thude

Thugc khang acid 1am gidm hap thu ofloxacin. 2
Thubc chong dong mau: Ofloxacin lam téng téc dung cuia acenocoumarol va wafarin, c6 nguy co gdy chiy méu. Phai kiem
tra thudng xuyén INR. C6 khi can phai diéu chinh thuéc chong dong méu trong thdi gian diéu tri ofloxacin va sau khi
ngl‘mg ofloxacin.

Satuong lam giam hap thu ofloxacin.

%ucrafat lam gidm hap thu ofloxacin.

Twong ky ciia thuoc

Do khdng c6 cac nghién ciru vé tinh twong ky ctia thudc, khong tron 14n thudc ndy véi céc thude khac.
TAC DUNG KHONG MONG MUON CUATHUOC : ;
Thuong ofloxacin dugc dung nap tot. Ty 1€ tic dung khong mon% muéP cua ofloxacin, ciprofloxacin va cic thuoc khing
khuén fluoro-quinolon khac trong tir ty 1& gip khi dung céc quinolon thé hé trréc nhu acid nalidixic.

Thuong gap, ADR> 1/100 S ;
TiéP hoa: Buon n§n, nén, ia chay, daubung vardiloantiéuhda.
Than kinh: Pau dau, chéng mait, mt‘;t moi, run, matngu, 4&c myng, roi loan thj giac.
Pa: Phét ban, ngira, phan ung da ki€u qua man.
tgdp, 1/100 <ADR < 1/100 5
Pay va kich tmg chd tiém, d6i khi kém theo viém tinh mach va viém tinh mach huyét khéi.
Hiém gép, ADR <1/1000 s
Thankinh: Ao gidc, phan img loan than, tram cam, co giét. |
Da: Viém mach, hdi chimg Stevens- Johnson va hoai tir nhiém dgc da.
Hudng danxic ly ADR: sk =
Ngung diéu tri néu c6 cac phan iing vé tdm than, than kinh va qui man (phét ban nang),
. Thong b&':a cho bdc sinhirng tic dung khong mong muon gap phadi khi sir dung thuéc.

QUALIEUVACACHX

Qui ligu - . s

Qué liéu thudng hay gdp ¢ ngudi cao tudi va 1/3 trudng hop 12 do khdng diéu chinh liey cho phit hop véi chire nang thén.
Triéu chimg: Hay gap nhat 13 nhimng biéu hién vé than kinh tdm co. Khoang QT c6 thé kéo dai, ro1 loan tiéu héa (ndn, loét
nifm mac tr:ixiéng 6 thé gip trong 1 vai trudng hop qua liéu ofloxacin.

Céich xir

Khéng c6 thudc giai doc dac higu, didu tri triéu chimg. Phai theo d3i cdc biéu hi¢n than kinh, 1dm dién tdm d6 dé theo ddi
khoang QT. Phai theo dbi chirc néng than (creatinin huyét) de danh gia kha néng dap thai thuoc. Trong nhifng ngay sau,
can khuyén ngudi bénh tranh bt céc co gan lam viéc qua sirc va trd lai hoat dong thé lyc dan din. ThAm phan mau, thim
phén mang bung khong gitip ich dé loai bo ofloxacin.

PACTINHDUQCLUCHQC

Nhém dwge ly: Khang sinh nhém Fluoroquinolon

M3aATC: JOIMAO1

Coché tac dung: . : :

Ofloxacin la mgt khang sinh tong hop thudc ho quinolon trong nhém fluoroquinolon gjong nhu cifprofloxacin, nhung
ofloxacin khi udng c6 kha dung sinh hoc cao hon (trén 95%). Ofloxacin c6 ’},)hé khang khuén rong bao gom:

Chiing nhay cim: Vi khuén wra khi Gram dwong: Bacillus anthracis, Staphylococcus, chi yéu Acinetobacter baumannii,
Branhemella catarrhalis, Borderella pertussis, Camphylobacter, Citrobacter freundii, Enterobacter cloacae,
Escherrichia coli, Haemophilus influenza, Klebsiella pneumonia, Legionella, Morganella morganii, Neisseria
pasteurella, Proteus mirabilis, Proteus vulgaris, Providencia, Pseudomonas aeroginosa, Salmonella serratia, Shigella,
Vibrio, Yersinia, Vikhuan khac: Mycoplasma hominis.

Chiing nhay cam vira: Vi khuan ua khi Gram dwong: Corynebacterium, Streptococcus, Streptococcus pneumonia.

Chung khéc: Chlammydiae, Mycoplasma pneumonia, Ureaplasma urealyticum. :

Chung khéng thudc: Vi khuin wa khi Gram dwong: Enterococcus, Listeria monocytogenes, Nocardia asteroids,
Staphylococcus khang methicilin. Vi khuan ky khi: trir Mobiluncus va Propionibacterium acnes.,

Mycobacterium khéng dién hinh: In vitro, ofloxacin ¢6 hoat tinh vira phai d6i v6i mdt so chung Mycobacterium
(Mycobacterium tuberculosis, Mycobacterium fortuittum, kém hon v6i Mycobacteruyn avium). = £
Khang thuoc c6 the phat trién trong qua trinh diéu trj thong qua cac ddt bién ¢ céc gen cia nhiém sac the cia vi khuan ma
héa DNA-gyrase hodc topoisomerase hodc thong qua van chuyén thuoc tich cuc ra khoi té bao. Khang thudc da tang lén tir
khi dua vao sir dung fluroquinolon, dic biét doi véi Pseudomonas va Staphylococcus, Clostridium jejuni Salmonella,
Neisseria gonorrhoeaeva S. pneumoniae. - ¢ 3t 5 -

Ofloxacin c6 tac dung diét khuan manh. Co ché ta¢ dung chua dugc biét day dﬁ.‘Giong nhu cac thudc quinolon khéng

khuan khac, ofloxacin irc ché DMA- e ctia nhiéu vi khuan Gram 4m va trc ché topoisomerase IV ctia nhiéu vi khuan
Gram dyong 12 nhimg emzym cén thiét trong qué trinh nhén 51, phién m3 va tu sira DNA ciia vi khuan.
PACTINHDUQC DPONG HQC .
Hip thu

Ofloxacin dugc hap thunhanh va t6t qua dudng tiéu héa, Sinh kha dung qua dudng uong khoz?lnt%l 100% va c6 ndng d¢ dinh
huyet trong 3-4 microgam/ml, 1-2 gi¢ sau khi uong 1 liu 400 mg. Hap thu bi cham lai khi c6 thirc an nhung ty 1¢ hap thu
khong bi anh hudng. Nira doi grongiuy&t tuong la 5 — 8 gio, trong trudng hop suy thén, ¢ khi kéo dai 15 - 60 gio tury theo
Ill’lll:;: dg §uy thén, khi d6 can diéu chinh liéu.

n
Ofloxacin dugc phén phi rong khap vao céc dich co, thé, ké ca dich néo tiy va xdm nhgp t6t vao cac md. Khoang 25%
nong d6 thudc trong huyét twong gan vao protein huyét twong. Thude qua nhau thai va tiét qua sita. C6 nong d6 twong doi
cao trong mat.
Chuyén héa :
Khi diing liéu don, it hon 10% ofloxacin dwgc chuyén héa thanh desmethyl-ofloxacin va ofloxacin N-oxyd. Desmethyl-
ofloxacin cé tic dung khdng khuan trung binh.
Thai trir ; 9 2 3 2
Tuy vy thin vé.n la noi thai chinh ofloxacin, thudc dugc | gua cdu than ya bai tiét qua ong than. 75 — 80% thudc dugc bai
tiét qua nudc tiéu dudi dang khong chuyén héa trong 24 dén 48 gid, lam nong d4 thudc cao trong nudc tiéu. Dudi 5% thudc
dugc bai tiét dudi dang chuyén hda trong nudc tieu; 4 dén 8% thudc bai tiét qua than. Chi mot lugng nho dugc thai bang

tham phin mau, : : i

8 ax;lghu(‘ri cgo'tuéi sau khi ding 1 liéu duy nhat 200 mg, nira doi kéo dai nhung khong 1am thay déi nhiéu ndng do huyét
cuc dai.

QUY CACHPONG GOI

H?E 10 vinhém—nhdm x 10 vién nén bao p_il'i]% y 5 5
PIEUKIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
B#o quan: Noi kho, tranh anh sang, nhiét d6 dudi 30°C.
Han dung: 36 thang ke tir ngay san xuat
éu chuin chitlwong: USP™ ;
TEN, PIA CHI CUACO SO SAN XUAT THUOC
M/S GRACURE PHARMACEUTICALS LTD. s 027106301-02
Dia chi: E-1105, RIICO Industrial Area, Phase- ITI, Bhiwadi, Alwar (Rajasthan) AnD3.




