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One unit Rx Prescription Only

GOLDOFLO

(Ofloxacine)
200mg/40mli

Each 40ml| contains: 200mg Ofloxacine,
320mg Sodium Chloride and Hydrochloric
Acid for adjust pH 4.5, Water for Injection.
Intravenous infusion: over 30 minutes. ‘

Manufactured by:
ACS Dobfar Info SA |
Casai, CH-7748 Campascio, Switzerland '

Batch Mfd. date Exp. date
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Rx Prescription Only

GOLDOFLO

Ofloxacine
200 mg ( 5mg/ml )

A mtT. .f} . Ia_l

m Intravenous infusion over 30 minutes

Each 40 ml contains: 200mg Ofloxacine, 320mg Sodium
Chloride and Hydrochloric Acid for adjust pH 4.5, Water

for Injection.

Usual Adult Dosage: See package Insert. Store in a cool &
dry place, below 30°C.

Single-use container. Any unused portion should be
discarded. Must not be used in series connections.
Additives should not be added or infused simultaneously

through the same intravenous line.

The overwrap is a moisture barrier. Do not remove
unit from overwrap until ready to use. Use unit
promptly when pouch is open. After removing the
overwrap, check for minute leaks by squeezing
container firmly, if leaks are found, discard unit as
sterility may be impaired. Use only if solution is clear
and the container is undamaged.

NO FURTHER DILUTION IS NECESSARY.

Attention Pharmacist: Dispense the accompanying
Medication Guide to each patient.

Manufactured by:

ACS Dobfar Info SA
Casai, CH-7748 Campascio, Switzerland.
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Rx Prescription Only One Unit

GOLDOFLO

Ofloxacine
200 mg (5mg/ml )

- Intravenous infusion over 30 minu
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Ry - Thudc ban theo don

GOLDOFLO
(Dung dich truyén tinh mach Ofloxacin 200mg/40ml)

CANH BAO:

Chi diing theo sur ké don cia bdc si.

Néu can thém thong tin, xin héi y kién bdc si.

Khéng dimg qud liéu chi dinh.

Xin thong bdo cho bdc sT biét cdc tde dung khéng mong muén xdy ra trong qud trinh sir dung.
Dé thubc xa tam tay tré em.

Doc kj huedng dén siv dung trueéce khi sir dung.

Khéng ding thude da qué han sir dung.

THANH PHAN:

M3i tai 40 ml dung dich truyén cé chira:

Hoat chdt: Ofloxacin ..........cccerunve.e. 200 mg

Td duec: Natri chlorid, acid hydrochloric, nuéce pha tiém.

DUQC LUC HQC

Ofloxacin 1a thubc khéng khuin nhém fluoroquinolon gibng nhu ciprofloxacin, nhung
ofloxacin khi uéng ¢6 kha dung sinh hoc cao hon (trén 95%). Ofloxacin ¢ phd khang khudn
rong bao gdm Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus influenzae,
Neisseria spp., Staphylococcus, Streptococcus prneumoniae va mot vai vi khuan Gram duong
khéc.

Ofloxacin ¢6 tac dung manh hon ciprofloxacin dbi v6i Chlamydia trachomatis, Ureaplasma
urealyticum, Mycoplasma pneumoniae. N6 ciing ¢6 tac dung d6i v&i Mycobacterium leprae
va ca voi Mycobacterium tuberculosis va vai Mycobacterium spp. khac.

Ofloxacin ¢6 tac dung diét khudn manh. Co ché tac dung chua dugc biét ddy di. Giéng nhu
cac thube quinolon khang khuin khdc, ofloxacin trc ché DNA — gyrase cia nhiéu vi khudn
Gram 4m va Grc ché topoisomerase IV ciia nhidu vi khudn Gram duong 14 nhiing enzym cin
thiét trong qua trinh nhan di, phién ma va tu stta DNA ciia vi khuan.

DUQC PONG HOC

Ofloxacin duoc hip thu nhanh va t6t qua dudng tiéu héa. Kha dung sinh hoc qua dudng ubng
khoang 100% va c6 ndng do dinh huyét twong 3 - 4 microgam/ml, 1 - 2 gid sau khi udng 1
lidu 400 mg. Hap thu bi cham lai khi ¢6 thirc dn nhung ty 1& hap thu khéng bi anh huéng. Nira
doi trong huyét tuong 12 5 - 8 gid; trong trudng hop suy than, ¢ khi kéo dai 15 - 60 gid tly
theo murc dd suy than, khi dé cin diéu chinh liéu. Ofloxacin dugc phan bd rong khip vio cic
dich co thé, ké ca dich ndo tiy va xam nhép tét vao cdc md. Khoang 25% ndng do thube trong
huyét tuong gin vao protein huyét tvong. Thudc qua nhau thai va tiét qua stra. C6 ndng do
twong dbi cao trong mat.

Khi ding lidu don, dusi 10% ofloxacin duoc chuyén hoa thanh desmethyl - ofloxacin va
ofloxacin N - oxyd. Desmethyl - ofloxacin c6 tic dung khang khudn trung binh. Tuy vdy than
van 1 noi thai ofloxacin chinh, thuéc dugc loc qua ciu than va bai tiét qua ng than. 75 - 80%
thudc duge bai tiét qua nuéce tidu dudi dang khdng chuyén hoa trong 24 dén 48 giv, 1am ndng
d6 thude cao trong nude tiéu. Dudi 5% thude duge bai tiét dudi dang chuyén hoa trong nude
tiéu; 4 dén 8% thudc bai tiét qua phan. Chi mdt lugng nhéd ofloxacin dugc thai bing thim
phén mau.
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CHIi PINH
Ofloxacin duge dung trong cac bénh:

- Nhiém khuén da va m6 mém.

- Viém dai trang do nhim khuén.

- Nhiém khuin Chlamydia tai ¢ tir cung ho#c nigu dao cé hodc khong kém lau, lau

khéng bién chimg, viém tuyén tién liét, viém duong tiét nigu.

- Viém phé quéan nang do vi khuan, viém phdi.
Do khang sinh fluoroquinolon, trong d6 ¢6 ofloxacin lién quan dén phan @mg c6 hai nghiém
trong (xem muc Canh bao va than trong) va nhi&m khuén dudng tiét nidu khong phuc tap, dot
nhim khudn cép coa viém phé quan man tinh, viém xoang cép tinh do vi khudn & mét s6
bénh nhén c6 thé tu khoi, chi nén sir dung ofloxacin cho nhiing bénh nhan khéng c¢6 lua chon
didu tri khéc thay thé.
LIEU LUONG VA CACH DUNG
Thudc ding truyén tinh mach. Ding theo su chi din ciia bac si diéu tri.
Liéu diing thudc phuy thudc vao mirc d§ nhim khun.
Liéu thong thudng cho ngudi 16n:
- Nhiém khuén da va mé mém: 400 mg x 2 lin/ngay.
- Nhiém khudn huyét: 200 mg x 2 lin/ngay.
- Nhiém khuén dudng tiét niéu phirc tap: 200 mg/ngay.
- NhiZm khuin dudng ho hép dudi: 200 mg x 2 lan/ngay.
- Dot cép cia viém phé quan man tinh: 100 mg x 2 lin/ngay.
Thoi gian truyén ofloxacin méi liéu 200mg khong dudi 30 phut.
Lidu ofloxacin c6 thé ting 1én dén 400mg x 2 1in/ngdy trong trudng hop nhiém khuén ning
hay phtrc tap.
Nguoi lon suy chire nang thdn:
- Nén giam liéu ofloxacin & bénh nhan suy gidm chirc ning than.
- D0 thanh thai creatinin > 50 ml/phut: Lidu khdng thay dbi, cach 12 gid/1 lan.
- D6 thanh thai creatinin 10 - 50 ml/phdt: liéu khong ddi, cach 24 gio/1 1n.
D9 thanh thai creatinin < 10 ml/phut: diing nira lidu, cach 24 gid/1 lan.
Bénh nhén chay than nhan tao hogc thim phan phic mac: 100 mg x 1 lan/ngay.
Khong ding thudc cho tré dudi 18 tudi, do thude ¢6 thé gy tén thuong sun khép cla tré.
Nguoi suy gidm chirc ndng gan: ¢b su giam bai tiét cia ofloxacin & bénh nhan réi loan chire
gan ndng.
Nguéi cao tudi: khong can diéu chinh lidu cho ngudi cao tudi, trir trudng hop suy giam chic
nang gan, than.
Théi gian diéu tri phu thude vao mic d6 nhidm khuin va dap (ng diéu tri. Thai gian diéu tri
nén tip tuc 3 ngay sau khi nhiét d6 co thé d6 trdr vé binh thuong va trigu chimg d6 giam.
Trong hdu hét cac truong hop nhidm tring cp tinh, thoi gian didu tri tir 7-10 ngay. Khi tinh
trang bénh nhan d6 dugc cai thién, ofloxacin nén chuyén tir dang tiém sang dang uéng, véi
tdng liéu hang ngay khong thay ddi.
Thdi gian didu tri khong nén vuot qua 2 thang.
CHONG CHI PINH
Chéng chi dinh v&i ngudi ¢o tién sir qua man véi ofloxacin, cdc quinolon khac va/hodc céc
thanh phin khéc ¢6 trong ché pham.
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Céc thube diét khudn fluoroquinolon nhu ciprofloxacin, ofloxacin ¢ thé gy thodi héa sun
khép & cac khép chiu luc trén stc vét thuc nghiém. Vi vy khéng nén ding cho tré dudi 18
tudi, ngudi mang thai va cho con ba.

Thiéu hut glucose-6-phosphat-deshydrogenase.

CANH BAO VA THAN TRONG

Phai ding than trong dbi véi cac ngudi bénh dong kinh hodc ¢6 tién sir rdi loan thin kinh
trung wong. Phai giam liéu ddi véi ngudi bénh b suy than.

Céc phan (g c6 hai nghiém trong c6 kha nang khéng hdi phuc va giy tan tét, bao gbm viém
gan, dt gin, bénh Iy thin kinh ngoai bién va cac tac dung bat lgi trén than kinh trung uong.
Céc khang sinh nhém fluoroquinolon ¢6 lién quan dén céc phan tng ¢ hai nghiém trong ¢6
kha ning gy tan tat va khong hdi phuc trén céc hé co quan khac nhau cia co thé. Cic phan
g nay c6 thé xuét hién ddng thoi trén cling bénh nhan. Céc phan Gng c¢6 hai thuomg duge
ghi nhan gdm viém gan, dat gan, dau khép, dau co, bénh Iy than kinh ngoai vi va c4c tac dung
bt loi trén hé théng than kinh trung uong (ao gic, lo 4u, trAm cam, mét ngi, dau dau ning va
16 13n). Céc phan (mg nay c6 thé xay ra trong vong vai gi&r dén vai tudn sau khi str dung thude.
Bénh nhan & bat k¥ tudi ndo hodc khong ¢6 yéu t§ nguy co tdn tai tir trude déu cb thé gip
nhiing phén g cé hai trén.

Ngirng sir dung thubc ngay khi ¢6 ddu hidu hodc triéu ching dau tién cta bét ky phan tng ¢6
hai nghiém trong ndo. Thém vao dé, tranh sir dung cac khang sinh nhém fluoroquinolon cho
céc bénh nhan da tiing gip cic phan (g nghiém trong lién quan dén fluoroquinolon.

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

Bénh nhén cn than trong khi 14i xe hay van hanh may méc vi thudc ¢ thé c6 tic dung khong
mong mudn nhu budn ngti, chéng mat, réi loan thi gidc.... Cic phin tng ndy c6 thé tang khi
ding cling vadi rugu.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Ofloxacin qua nhau thai. Ciing phat hién thdy ofloxacin trong nudc i ciia hon mét niva sb
ngudi me mang thai ¢6 diing thudc. Chua ¢6 nhitng céng trinh dugce theo doi tot va diy dua
trén ngudi. Tuy vay, vi ofloxacin va cac fluoroquinolon khic gdy bénh vé khép & stic vat non,
khong dung ofloxacin trong thoi ky mang thai.

Thaoi ky cho con by

Ofloxacin c6 bai tiét vao sita me véi ndng do tuong ty nhu trong huyét tuong. Cac
fluoroquinolon da dugc biét la gay tén thuong vinh vién & sun cta nhimg khép chiu lyc va ca
nhiéu déu hiéu bénh 1y khéc vé khép & sic vat non. Vi vay néu khong thay thé duoc khang
sinh khéc va van phai ding ofloxacin, thi khéng nén cho con bu.

TUONG TAC THUOC

Thuéc khang acid 1am giam hap thu ofloxacin.

Thudc chbng dong mau: Ofloxacin 1am ting tac dung clia acenocoumarol va wafarin, ¢6 nguy
co gy chay mau. Phai kiém tra thuong xuyén INR. C6 khi can phai diéu chinh lidu thude
chdéng dong mau trong thai gian diéu trj ofloxacin va sau khi ngimg ofloxacin.

Sét udng 1am giam hip thu ofloxacin.

Sucrafat 1am giam hap thu ofloxacin.

TAC DUNG KHONG MONG MUON

Thuong ofloxacin duge dung nap tét. Ty 1 tic dung khéng mong muén cia ofloxacin,
ciprofloxacin va céc thudc khang khuin fluoroquinolon khac tuong tu ty 1& giip khi dung céc
quinolon thé hé trude nhu acid nalidixic.
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Thirong gdp, ADR > 1/100

Tiéu héa: Budn ndn, ndn, ia chay, dau bung va réi loan tidu héa.

Than kinh: Pau dau, chong mat, mét moi, run, mat ngl, &c mong, rbi loan thi gidc.

Da: Phét ban, ngira, phan tng da kiéu qua min.

it gdp, 1/1000 < ADR < 1/100

Pau va kich tmg chd tiém, dbi khi kém theo viém tinh mach va viém tinh mach huyét khéi.

Hiém gdp, ADR < 1/1000

Thén kinh: o gidc, phan (mg loan thin, trim cam, co giét.

Da: Viém mach, hdi ching Stevens - Johnson va hoai tr nhiém dge ctia da.

Huéng din cach xir tri ADR

Nging diéu tri néu c6 céc phan Gmg vé tdm thén, than kinh va qua mén (phat ban ning).

QUA LIEU VA XU TRi KHI QUA LIEU

Qua liéu thudng hay gip & ngudi cao tudi va 1/3 trudng hop la do khong diéu chinh lidu cho

pht hop v&i chire ndng than.

Triéu chimg: Hay gap nhét 13 nhiing biéu hién vé than kinh tdm than nhu 14 I3n, con co gidt,

co gidt co, 40 gidc va cdc rdi loan gan — co. Khoang QT ¢6 thé kéo dai, rbi loan tiéu ha (nén,

loét niém mac miéng) c6 thé gap trong 1 vai truong hop qué liéu ofloxacin. A\
Xir tri: Khong c6 thubc giai doc dic hiéu, didu tri tridu chimg. Phai theo dai cc biéu hién 12
than kinh, lam dién tdm dd dé theo doi khoang QT. Phai theo d&i chirc nidng than (creatinin
huyét) dé danh gia kha ning dao thai thudc. Trong nhimng ngay sau, can khuyén ngudi bénh
trdnh bit cac co gan 1am viée qué sirc va trd lai hoat dong thé luc dan dan. Tham phan mau,
thdm phn mang bung khong gitp ich dé loai bd ofloxacin.

HAN SU DUNG

24 thang ké tir ngdy san xuft. Ngay hét han 12 ngay d4u tién cua thang hét han ghi trén nhin.
BAO QUAN

Bao quéan noi khoé mat, nhiét d§ dudi 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chudn co s&

QUY CACH DONG GOI:

Hop chira 10 ti nhom, mdi tai nhom chira 1 tii truyén PVC chta 40 ml dung dich truyén tinh
mach.

San xuét tai Thuy ST boi:

ACS DOBFAR INFO S.A.

Casai, CH-7748 Campascio, Switzerland.

TUQ.CUC TRUONG
P.TRUSNG PHONG
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