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Manuiactured by: )
KHAPHARCO PHARM. CO.

Composition:
Ofloxacin ...

eseesssnsnnsssnsniens 200Mpg

Excipients .. G5.o.....1 cvaled capler
* Indications 2

Dosage- Administration : | Please see
. Contra-indications z enclosed

P-r-autions H leafic

Arlupres of arte
and other informations  : J
Specifications: VP IV
Storage: Below 30°C, in dry place, protect from light
iy KEEP OUT OF REACH UF CHILDREN
READ CAREFULLY INSTRUCTIONS HEFORE USE

Khanh Hoa pharmacewtical joint stock company
<74 Thang Nhat street, Nha Trang city, Khanh Hoa province

IE% 200 mg

ioxac

Manuiactured hy:
KHAPHARCO PHARM. CO. o

SBK/ Reg. No:

" 'v:jg Cing thic
I OfloXACIN 1.vesrsers e ssssssssssserssesennees 200mg
sy % Té dupc ......vd.......1 vién nén di bao phim

ﬂ “** Chidjnh i 4
Lidu ding- Céch ding 1 Xin doc

s EI; ChBng chi dinh . | wong @ huong
B nanieng o[ Sy
ﬁ Téc dyng khbng mong mudn :
“ va cic thong tin khic :
Tiéu chudn: DBVN IV
Bdo quin: Dudi 30°C, noi khd rio, tranh dnh sing

bE XATAM TAY TRE Em
DRC KY HUGNG DAN ST DUNG TRUGC KHI DUNG

Simaudl 3
Cang Ty CP Duge Phim Khinh Hoa
74 Theng Nh&r. TP. Nha Trang. T. Khinh Haa
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To hudng dén s&-;z}';ng thuéc cho nguoi bénh
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huoc OFLOXACIN
*\KH &:ﬂ THUSCRA TAM TAY TREEM.
% B N SU DUNG TRUGC KHI DUNG

£HI'OUNG THEO BON BAC S¥Y.
CHO'BAC SY HOAC DUGIC-8Y
G KHONG MONG MUGN GAP PHAI
KHI s DYNG THUSC,

THANHPHAN 1viénnénbzaptim
ofl in .. 2))mg
Téduge.... " ... 1vignnéni ac ohim
(Ta duge gém: Lactose, Tinh bét ngd, Avicel M101 {Microcrystallin.callulose), Natrl starch glyca!a! typa
A, Povidon K30, Arbocel A300 (Powdered Cellulosa), Magnes! stearat, Aerosil {Colloldal silicon dioxId),
Hydroxypropyl methylcellulose (HPMC) 2910, Polyethylen glycol (PEG) 6000, Tale, Titan dioxve)
M0 TA SAN PHEM: Vign nén bao phim mau tring, mdt mét ¢6 gach ngang, mdt méttrdn, canh 2 thanh
viénlanh 1an.
QuY CACH BONG GOI: Hop 10 vl x 10 vién nén bao phim; Chai 200 vién nén bao phim

Chal 500 vién nén bao phim
THUGC DUNG CHOBENH Gl:
Chldinh di&u trinhi&m khudn do céc vi khudn nhay cim vai offoxacin trong céc trudng hgp sau:
+NhiBm tring duding tiStniéu trén va dugi
+Nhiém khudn duding hé hap dudl
+Nhidm khu#n nidu dao va cf tf cung do 13u cdu khong bién ching
+Vidm nidu dao, viem c 1l cung khong da l3u cBu.
+NhiBmtring dava 8 chic da
+ Vidm phéi cdng déng
+ Nhim khu#in dudng 1181 nigu khong phic tap: Do khéng sinh fluorequinolon, irang 86 ¢é clprelinxacin
lién quan d&n phan Ung cé hai nghiém trong va nhidm khudn dudng U8t nigu khéng phifc tap ¢ mdt s6
bénh nhan c6 thé 1y khdl, chinén sil dung clprofioxacin cho nhiing bénh nhan khang cé Iya choi ¢ dutr|
khéc thay h&. .
+.Dgt nhidm khuén cép clia viam ph& quén man tinh: Do khéng sinh fluoraguinolon, trong 44 co
ciprofloxacin lién guan d&n phan ung ¢6 hai nghiém trong vé dgt nhidm khuéin cép clia viém phé qudn
man linh & mdt 56 bénh nhén cd thé Wy khdi, chl'nén sif dyng cho nhing bénh nhan khéng cd : s~ chon
dléutr| khaé thay th,
+Viém xoang cAp tinh do vi khugin: Do khang sinh fluoroquinolon, trang dé c6 ciprofloxacin ién ¢ 17 - dén
phan (ing cé hai nghlém irong va viém xoang c&p tinh do vi khufin & mdt s& bdnh nhin c6 1hé t Lhdi, chi
nén st dyng ciprofloxacin cho nhirng bénh nhan khong c6 lyachon didu trf khac thay thé,
NEN DUNG THUGC NAY NHUTHE NAOVA LIEULUGNG?:

- Céch dung: Thudc ban theo don, ding theo chi dinh cla thdy thudc. Dung dudng uéng. P! i ::3ng
nguyén vién thusic vl md1 cc nudc ddy, khdng dude nhai hay nghién thudc. C6 thg ubng khi d4i hay
trong blia &n. Tranh diing chung vdl thudckhang acid.

- LIéulugng: Lidu théng thuing clia ofloxacin phy thue phén logl va muc 89 nding nhe clia nhidm tring
Nguaiidn:

+Nhidm khudn duding tigt nigu dudi: 200- 400 mg/ ngay .
+NhiBm khusn dubng 8t nidu trén: 200- 400mg/’ ngdy, ridu cin thist ¢t thé tang 16n li6u 400 mgx 214 / rdy.
+Viem phé8icdng déng: 400 mg/ 1n, c6 hé ting 180400 mg x 2 1&n/ ngay.

+Nhidm khugn nidu dao va cd tif cung do3u cAu khdng blén ching: idu duy nhat 400 mg.

+Vigm nléu dao, vidm c8 tif cung khdng do 14u cdu: 400 mg/ ngdly hodc o6 hé chia liéu.

+Nhidm triing da va 16 chiic da; 400 mg x 2 14n/ ngay,

+Nhifim khuin dudng it nléu khdng phicigp: USng 200400 mp/idn x 2 14n /ngdy, trong A ngay.
+BgLnhiEm khufin cdp ca vidm phé quin man linh: Ung 400 - BOD mg/18n x 2 1&n/ ngdy, trong 10 naay.
Bénhnhan suy gan: i§u 18l da 400mg/ ngay

Ngudi idn suy gidm chifcniing than: .

+ B thanh thal creatinin: 20 - 50 ml/phat: 100- 200 mg/ 1 14n/ ngay
+ B¢ thanh thai creatinin < 20 ml/phut, chay than nhan1ao hodc thm phan mang byng; 100 11/ 140/
ngay, hoéc 200 mg/13n/ 48 gi&.

Liéu trd em cho 141 18 tudi: Khang khuysn cdo diing.

Ngudi cao Ludi: didu chinh lidu theo mulc d§ suy than.

*Thal glan diéu tri phy thuge vao mifc dé ning nhe ciia nhim tring va kha nang dép Ung, Thon,. ikiéng
5. 10 ngay (trif nhiém ktiudn nidu dao va c8 1if cung da 1u cdu khang blgn ching: li§u duy nh&t 4 30 mg).
Khbngnéndiéutrqud 2thadng.

KHI NAO KHONG NEN DUNG THUSC NAY: )

Ngudico tifn 6l qua mén véi ofloxacin, cée quinolon khéc vivholic céc thanh phén khéc cé trong ché of Am.
Banhnhancé {i8n sitvidm g&n lidn quan d&n sif dyng fluoroquinolon
Tré em, thanh thiéu nidn, phy ni cd thal va cho con bu.

Thigu hytmen GEPD, lién s ddng kinh hay ngudng coglat thap. %

TAC DYNG KHONG MONG MUGN:Thuang ofloxacin duge dung nap 161, Ty 18 tae dung kho:
mudn cUa olloxacin, cprofloxacin va céic thudc khang khuén fluoroguinolon khdc lwdng ty ty 1§
diing céc quinolon thé hé trude nhu acld nalidixic: )

ltgap, 1/1000 < ADR < 1/100
Thén kinh: kich ddng, mat ngl, rél loan glde ngi, chéng mat; dau dau, réi loan th gidc, métmal
Hé hép: ho,viém miiihong
Ti8u héa: Bubn ndn, non, Ta chdy, dau byung va rél loan tidu héa.

Da: Phatban, ngda, phén ting da kiéu qua man,

Higm gdp, ADRA < 171000 . s
Phén iing dj ing, phil mgch, biéng &n, dau cd, dau khop, viem gan.

Thén kinh: Ao gléc, phiin ing loan thén, irm cdm, co giat.
Tim mach: lim dap nhanh, ha huy&tap

HO hip: khé thd, cothtphé quén
TI8w héa: vidm rugt k&t c6 thé xudt huyét
Da:Viém mach, hji chiing Stevens - Johnson va hoai td nhiém ddc clia da.

R4t hiém gép: < 1/10,000 " e
Bénh thiu m&u tdn huyst, gldm tidu cdu, bach cu, co gial, tridu ching ngoal thag; U tal, mAt th'n't lye,
vang da (fmit, dau cokhdp, suythincdp. .

NEN TRANH DUNG NHONG THUSC HOAC THYG PHAM Gl KHI BANG SUDYNG THUGC NAY:

- Ofloxacin lam kéo dal kho&ng QT nén than trong khi ding chung vdl cde thubc 1am kéo dai |.hsang
QT khéc nhu thubc chéng trdm cdm ba vong, macrolid, thudc chdng loan thén... ’

- Cac antacid, Suerallale, Cation kimi logl: ¢4 thé lam glam sy hdp thu, Do vy nén udng cdch xa vhau It
nhét2 gid.

- Theophyliine, fenbufen, v& céc thutc NSAIDs tuang Ly khi ding chung vdi ofloxacin c6 thé gay ha thép
ngudng co gi4t. Trong truéing hop co céc con ddng kinh, nén ngung st dyng ofloxacin.

- Prob: Id, cimetidine, 1 va methe cn than trong khi diing chung véi ofloxacin vi
canhtranh thaitni qua dng than. )

- Thuéc chéng d6ng mau: ofloxacin 1am ting t4c dyng cla acenocoumarol va warlain, cé nauy cd gay
chiy méu. Phal kiém'Ira thudng xuyén INR. C6 khl cén phai chinh lidu thuéc chisng déng mau trong thal
gian didu tr] ofloxacini va sau khingling ofloxatin, .

CAN LAM GI KHI MOTLAN QUEN KHONG DUNG THUBC: Usng liéu1idp theo diing thai gian quy dinh.
CANBAD QUANTHUGC NAY NHUTHE NAD

Bdo quan: Dudi 30°C. Ndl kho rao, trdnh dnh sdng.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUSC QUA LIEU

- Trigu chdng: i Iiin, chéng mét; suy gidm y thite va co glat, ting khodng QT cling nhu cac trigu ching vé
tiéu héa nhibudn ndn, lodt niém mae.

GAN PHAILAM GI KHI DUNG THUSG QUA LIEU KHUYEN CAG

- Xir l khéing ¢4 thudc gidi ddc d§c higu, diéu trj fridu ching. Trong:30 phit ddu lién, nén rita da day,
dung chél hidp phu va natri sulfat, Thusic khéng acid nén dugc khuyén ding dé bio vé da day Theo dl
céc biéu hign th&n kinh, fam dién tAm d5 dé theo ddikhodng QT. Phai theo ddi chirc ning thin d¢ danh
gid kh& ning dao ihal thusc. Trong nhing ngay sau,c4n khuyén nguai bénh Irénh bit cic oo gan lam
vigcqud sicva trd lgi hoat ddng thé lijc déndan, -

NHONG BIEU CAN THAN TRONG KHI DUNG THUBC NAY:

~Thuéc €6 chita lactose ndn bénh nhan méc céc 6i loan di truyén hism gap vé dung nap galactoss,
ching thigu hiytlactose Lapp ho¥c rél loan hi&p thu glucose-galactose khong nén sdr dung thudc ndy.

- S. aureus d8 khdng methicilin rdt d8 dé khang chéo vdi fluoroquinolon k& ci ofloxacin, do a6 ofloxacin
khéng-nén dugc khuyén ding dé diéu lrj d bigt hay nghi ngd nhigm triing MRSA tri khi c6 k&l qua xé1
nghlém tinh nhay cdm cla cd thé vél ofloxacin.

- Ofloxacin khdng phéi la thuc dugc Iya chon déu tidn cho bénh vidm phdi do phé céu hode Mycoplasma
hodc nhidm tring gay ra bdi Streptococel.

- Ofloxacin 6 thé gay phan ting dj iing hodc qua mAn sau liéu ding d4u tién, tham chifa phan ing phin
v@va sécde dpa tihh mang. Trong trudng hgp nay, nén ngiing afloxacin va diéu trj thich hgp.

; Cling nhy téc khang sinh phé rdng khéc, phii chu ¥ dén viém dai trang do Clostridium difficite, phai
ngifng diéu trj ofloxacin néu dang ding.

- Quinolon ¢6 thé 1am gldm ngudng co glat va.géy cdn co gidt, do vay than trong khi diing ofloxacin cha
bénh nhén d& lén con co gial. Ding than rong vdl nguditién st réiloan thén kinh lrung Udng.

- Phaicha § d&n vidm gén, diéc blatgan Achille & ngudi cao tudl,
-~ Bnh nhian-suy:giam chic nang thin: vi ofioxacin thl trir chi y&u qua thin nén cdn didu chinh du ding &
bénh nhan suy than.

- Quinalon c6 thé gy kéo dai khoing QT, vl thé nén than trong & nhiing bénh nhan cd khoang QT kéo dai
b8m sinh, ngudii dang diing thubc kéo dai khoang QT khéc, ngudli ¢ bénh I tim mach kam theo (suy tim, nhéi
méu cd tim, nhip tim chém), ngudi 18i lopn c&n bing dign giai. :

béo céo vdi ofloxacin. Bgnh nhan ndn ngung thudc va lign hé vdi bac sTnéu co giip phéi céc trigf
- Phaitranki phoi nding hoic tia cue im vl o6 nguy co mAn cém dnh séng. Y

- Bénh nhan c6 11én-sif 31 loan tam thén: Cac phan Ungtam thin di duge bao cdo & nhil "benr‘{%harl
ding fiuoroquinalon. Trong m§t s8 trudng hgp, c4c tridu chilng nay da 11&n tridn 1l nha 3}‘]&@‘.

hay c6 gdng 1. Trong trudng hgp bénh nhan cé céc phan ting nay, nén ngung ding thyrva dp ung
cdt bign phép thich hgp, Ofioxacin nén duge sit dyng ¢én Lhan & nhing bk ntién cd EfEY rdiloagtam
thé&n hosic bénh nhan [am thin. 3 e ¢

£

- Bénh nhén suy gidm chic ndng gan: Ofioxacin nén dugc sif dung c4n than & nhiing bénk,
gidnrehire néing gan, v t8n thuong gan ¢6 hé xay ra. Bénh nhan nén nging diéu trl vé i
néu c6 daii higu va trldu chiing clia bnh gan phét trién nhu biéng &n, vang da, nude tidu
rudt hodicdau byng; ; : T

- Gigng nhu cée khéng sinh khic, viee sif dyng ofloxacin, dc bist ndu kéo dai, cé thd din aén sy phat

1rién qua mulc clia ¢dc sinh va1 khdng nhay caim. N&u hhim tring tha phat xdy ra trong qué trinh diéu ],

cn dp dyng c4c bién phap thich hgp. k
-Ha dudng huyét Cling nhu 1é1 ¢ cdc quinolon, cac rdilozn glucose mau, bao gém ca tang dudng huyst

v ha dudng huydt, dé duge bdo véo, thudng @ bénh nhan tiéu dung dang didu trj béing thuc ha dudng

huy@t duding ung (vl dy glibenclamid) hoc vdiinsulin. C4c tréng hgp hn mé ha duding huyét da duge

bao cao. Onhiing bénhnhan tidu duding nay, nén theo déi cin than dudng huydi.

- Céc phan tng c6 hai nghlém 1rong cé kha néing khéng héi phyc va gay tan 1t bao gém viem gan, dut

gan, bénh 1§ thén kinh ngoal bign va céc tdc dung batigi trén thdn kinh trung wong.

Céc khéng sinh nhém fluoroquinolon cd lién quan d&n cac phin Ung cé hal nghiém trong cé kha nang

g4y 1an tat va khdng h6l phue 1rén cée hg co quan khac nhau cia cg thé. Cac phan ding ndy cé thé xusl

hign déng thdi trén cling bgnh nhan. Céc phin Ung c6 hal thudng dude ghl nhan gém viém gan, dut gan,

daukhdp, dau cd, bgnhly thén kinh ngoal viva cc tde dyng batIgitrén hd thdng thén kinh trung vdng (3o

gléc, lo Au, trdm cm, m&l ngll, dau du ning va (U &n). Cdc phin dng nay ca thd xay ra trong vong vai

gld dén vai wdn sau khi sif dung thusic. B&nh nhan & bat ki tudl ndo hoc khéng ¢é y&u t8 nguy cd 18n tai

1rtrude déu c6 thé giép nhimg phan Ung c6 hal trén,

Ngirng sir dyng thudc ngay khi c6 dal hidu hodle frigu chifng au tien clia batky phan Ung c6 hal nghiém

1| rong ndo. Thém vao do, tranh sit dung c4c khéng sinh nhém flucroguinelon cho cac bénh nhin dé tng

pép céc phan ung nghiém ireng lidn quan dén fluoroquinolon.
- Théi ky mang thai: Ofloxacin qua nhau thal. Cling phét hién théy ofloxacin lrong nude & clia hon mat
nira s6 nguéri me mang thai ¢ diing thuée. Chua e nhiing céng trinh dudc theo dii 18t va ddy di trén
nguat. Tuy vay, vl ofl in v céc lluoroquinolon khéc gay bénh va khdp & sic vat non nén chéng chi
dinh dung ofloxacin trong thol ky mang thal.
- Thoi ky cho con bir: Ofloxacin c6 bal 1i6t vao sa me vdi ndng 8 lwudng iy nhu trong huyét tudng. Gac
flueroquinolon da dugc biét 1a gay t8n thuang vinh vién & sun cla nhing khdp chiu Iyc va ¢ nhidu dau
hiéu bgnh Iy khdc vé khdp & stic vat non. Vi vay chéng chl dinh ofloxacin cho phu ni cho con bi, nSu bt
buéc diing thl phai ngung cho con bu.
Ofloxacin ¢6 t&c dung khang mong mudn 1am réi logn than kinh: dau d&u, chéng mét, Giloan thj gidc nén
khdng sif dung dugc cho ngudi khilél xe va van hanh may méc.
KHINAO CAN THAMVAN BAC ¥, DUGC S¥:
Khixusthign céciriéu chingla
Djéing v6i bat ¢ thanh phéin nao clia thudc
N&u cdn tham thong tin xin hdl fki€n bac s§ hoac dugc sy.
HAN DUNG CUA THUSC: 36 thang ké U ngay sén xuat
TEN, BlACHI, BIEU TUGNG ClIA GO S3 SAN XUAT

San xudt tai:

CONG TY € PHAN DUQGC PHAM KHANH HOA

BDuang 2/4, Khom Bong Bile, P. Vinh Hoa,

WHO.- GMP Thanh Ph& Nha Trang, Tinh Khanh Hoa

NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG T HUGNG DAN SUDYNG THUSC: 19.08.2017
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1viénnénbaophim
i 200mg
vua du 1vién nén bac phim
(Té dugc gém: Lacmss Tinh bt ngd, Avicel M101 (Mierocrystallin ceilulnse} Natri starch glycolet type A,
Povidon K30, Arbocel A300 (Powdered Cellulose). Magnesi stearat, Aerosil (Caolloidal silicon dioxid),
Hydroxypropyl malhylulluk:sa {HPMC) 2810, Polyethylen glycol (PEG) 6000, Talc, Titan dioxyd)
DANG TRINH BAY: Hgp 10vi %10 vién nén bao phim: Chai 200 vién nén bao phim; Chal 500 vién nén bao phim
CHUY: -DOCKY HUONG DAN SUDUNG TRUGG KHIDUNG.
-NEUCANTHEM THONG TIN, XIN HO! Y KIEN BAC S1.
-THUBC NAY CHI DUNG THEQO BON CUA THAY THUGC.
DUgCLYC HQC:
Offoxacin Ja mét khang sinh 18ng hglp thudc nhém quinolon trong nhém fluoroquinolon giéng nhu ciprofioxacin,
nhung ofloxacin khi uSng c6 sinh kha dyng sinh hoccao han (trén 85%).
Offoxacin 6 phd khdng khudn rdng bao gém:
Chiing nhay cam: Vi khulin ua khi Gram duong: Bacillus anthracis, Sqa!viom-s nhay cdm véi methicilin. Vi m.:&n
uakhf Glarnarn Aci chd yéu Acing i €
cloacse, Escher Jnﬂuame. les . Pm!eus mbﬁs\
Hu!susumr&P—-‘-‘s'an Samoneﬂassmasnbda.mav:muinklldli
Mobiluncus, Propéonibacterium acnes. Vw@wmmwmmmm
Chung kh!ng thuéc: Vi khuin ua khi Gram dudng: Er ’ Listeria
khang Vikhuén ki khl: tris Mobiluncus, Fraplm.:bastenumames
Mycabacierium khéng dién hinh: In vitro, efloxacined hogt tinh vila phai voi motsd chiing Mycobacterium.
Cflozacin cé lac dyng diét kiwfin. Co ché thc dyng chua duge biét 6dy d0. Gidng nhu cac thuse khidng khuin nhém
quinolon khac, ofioxacin Uc ché DNA-gyrase cia nhibuvi khuén Gram am va dc chéwpo&somerau IV chanhiuvi
Khuén gram dudng la nhiing enzym cén thiét rong qua {finh nhin déi, phién m3, va l stia DNA clia vikhudn.
Caché dé khang: khang thutic ¢4 th8 phét trién trong qua trinh didu tr] théng qua cic dAtbisn & cdc gen clanhidm
sic thé cla vi khufin m& héa DNA-gyrase hoZic topoisomerase Ho3c thing qua vén chuyén thudc ich cyc rakhdi t6

Ofloxacin....
T duge

cofi, Ha

- CBng nhu céc khéng sinh phé réng khac, phii chi ¥ d&n viem dal trdng do Clostridium difficite, phai ngiing didu
tri ofloxacin néu dang ding.

- Quinolon cé thé 14m gldm ngung co gidt va gay con co giat, dovay thén trong khi ding ofloxacin cho bénh nhan
d& léncon co gidt. Ding thén trong véi ngudi tién sif réi loan than kinh trung dng.

- Phaichl § dén viém gan, dc bigt gan Achille & ngudicao luéi.

- Bénhnhén suy gidm chic ndng than: vi ofloxacin thai trr chl yéu qua than nén cén diu chinh liu ding 8 bénh
nhan suy than.

- Quinolon ¢é thé gay kéo dai khodng QT, vi thé nén than trong & nihiing benh nhén ¢o khodng QT kéo d&lbdm
sinh, ngudi dang diing thudc kéo dai khodng QT khdc, ngudi cd bénh Iy tim mach kém thea ( suy tim, nhdi mau ca
tim, nhjp tim ch#m), ngudi r&i logn can biing dign gidi.

Céc truéng hdp viém da nghiém trong nhu héi ching Stevens-Johnson hogc hogit biéu bl nhiém dbe duyc béo
cdovdiofioxacin. B&nh nhan nén ngung thusc va lién hg véi bac sTnéu cd g4p phil céc trigu chingtrén.

- Phaitranh phol néng hofic tia cyc tim vl 6 nguy com&n cAm anh séng.

- Bénh nhan ¢b tién s r8i foan 1Am thdn: Cac phan (ng tam thdn d& dugc bdo cao & nhing bénh nhan ding
flusroguinolon. Trong m&t s& truding hap, céc trigu ching.ndy da tién trién tdi nhing suy nght ty tif hay c& ging 1
£, Trong trtting hep bénh nhidn c6 céc phan Ung nay, nén ngung diing thudc va Ap dung ¢ac bidn phap thich hop.
Ofioxacinnén dugc sl dung cén thén  nhiing bénh nhan c6 tién sit 16i loan tam thén hosic b&nh nhian tam thén,

- Bénh nhin suy giam chilc nng gan: Offoxacin nén duge sudung cén than & nhiing bénh nhén bi suy gidm chic
niing gan, vi16n thudng gan co thé xdy ra. Bénh nhan nén nglng didu trj va lién hé voi bac s néu cb diu hidu va
tridu chiing clia b§nh gan phat trién nhu biéng &n, vang da, nude tifu sdm mau, viam rudt hodic dati byng.

- Gidng nhu cdc khang sinh khic, viée sir dyng unnxadn. d3c bigt néu kéo dai, ¢é thé din dén sy phat 1fién qua
mifc cba céc sinh véi khéng nhay cdm. Néu nhigm triing thd phat xdy ra trong qud trinh diéutri, cdn &p dyng cac
bign phédp thich hgp.

- Hg dudng huy8t: Cling'nhy 14t & céc quinolon, céc 161 loan glucose mau, bao gémca tang duding huy#t va ha
duding huy8t, da dugc bdo cdo, thubing & banh nhén lidu dudng dang didu 1rj bing thubc ha duiing huy&t dudng
uding (v dy glibenclamid) hotic vai insulin. Céc tniting hgp hén mé he duing huyét da dugc béo céo: O nhiing bnh
nhan 8y duding nay, nén theo doicén than duang huyét .

-Céc phan Uing ¢& halnghiém trong cé kha nang khang hdl phyc va gay tan 14t bao gdm viém gan, 40t gan, bénhly
thdn kinh ngoglbién vacéc1a¢ dyng bAt igfi trén thén kinh trung uang.

Céc khangsinh nhom fluoroquinclon cd lién quan @8n cdc phin Ung ¢ hainghiém trong c6 khi rifing géy 18R 1At va
khdnig hdl phue trén cée hé-cd quan khac nhal clia cd thé. Cac phan (ng ny o6 the xuslt hign déng théi trén cong
bénh nhan. Cac phin ing cé hai thuding dugc ghi nhan gbm viémgan, 40t gan, dau khdp, dauca, bénh Iy thén kinh
ngogi vivacécidc dyng b8t Igi lrén he'thdng thén kinh lring Wong (8o gidc, 1o &u, rfm cam, médtngl, dau ddu ning

hao Khéngmmiaﬁ!&nglénmkhldﬁmsﬂ'dunglluw lon, dac bidt vdi £ i v Staphyk

o va 5.

DU'OC PONGHOQC:
-H&ptha: Offoxacin h&p thu nhanh va lbtquaduung tidu hoa, Kha dyng sinh hoc qua duéing udng khodng 100%
va cdndng a6 dinh rong huyé&t tudng 3- 4 meg/ml. 1 - 2.gid sau khi udng Uéu 400mg. Hap thu bl cham lal khi c6
thife 3n nhung {1§.h3p thu khong bj &nh huding. Nija dditrong huyét tuong khodng i 5 -8 gid, trvdng hgp suy than
co € kéo daltu 15 - 60 gid Iy Iheo mic d6'suy thén, khi 8o cén didu chinhligu.

- Phan b, chuyén héa: Ofioxacin duge phén b5 1éng khip vio dich coihé, ké cd dich ndo thy va x&m nhip iftvao
céc md. Khodng 25% néng do thube trang huyét tudng gén vao protein huyél tudng. Thude quanhau thai nhi va

Va1 lBn). GAcphan Ung ndy cd the xay ra trong vang val giés a&n val twén saurkhi T dung thudc; BBnh riban & bt ky
wdin&o hozckhéng coyé‘uwnguycmén 1ai tir tredc déu ¢é thé gip nhOng phan ing co hal trén.
Nging sir dyng thuSc ngay khi cé di higu hofc tigu ching d&u tign ¢ia bat ky phdn \ing cé hal nghiém tigng
n#o. Thém vae d6, trénh sU dung cackhdng sinh nhém lluoroquim[un cho c&c'bénh nhan.da tirng glip céc phan
ﬁ‘ng nghi¢m trong ién quan d&n fluoroguinolon. .
SUDYNGCHO PHYN( €O THAIVACHO CON BU:

- Thoi ky mang, thai; Dfloxacin qua nhau thal. Cing phét hién lhéy ofloxacin trong nurde i cia hon mél ntra s
ngudi me mang thai 63 ding thudc. Chua o nhilng cbng trinh dudc theo dbit8t va diy o frén ngudl, Tuy vay, vi

1i¥tvao sta. cénﬂng dtudng ¢ dfﬂ cao trong mat. Khi ding iéu don, it hon'10% ofioxacin duige chuygn héa thanh
va d.Desm U ‘e814c dyung khang khudntrung binh.

~Tha mz thai glan ban thdi 4-6 glﬂ Thin |&.ndi thai !rD‘uhfnh ofloxacin, thubic dudcloc qua céu thin, baitiét qua
8ng than. Khodng75-80% thutc duge batigt qua nudc tiéu du6i dang khiing chuy&n hda trong 24 - 48 gld, dudi
5% & dang chuy&n héa trong nudc tigu, khodng 4 - 8% dugc baitiél theo phan. Chi mt lugng nhd ofioxacin dugc
1hi béing thim phan mau.
CHIDINH: '
ChIdink difutrinhifm khudn do cacvi huin nhay c!lnvdlc.ﬂaxacln trong cdc tnddng hgp sau:
+Nhiémring duhg HE nlgu trén va dusl
+Nhidm khun dugng hd hEp duéi

i&m khuﬁnrlw dgova e cung dnl.;u: cdy itlznng bign chiing

+Vigm phdi cong ddng
+Nifiiém khudn dudng 118t niéu khéng phiic 1ap: Do khéng sinh flucroquinolon, trong dé ¢é ciprofioxacin lién quan
dén phan Ung 6 hai nghiém trgng va nhiém khugn dudng tiét nidu khong philc tap & mot s bénh nhan cothé ty

khdi, chiné yng cipr y cha nhimg bénh nhan khbngcéluachondléulnkhumthé
+ Dgtnhidm khudn c&p ciia vigm ph& quan man tinh: Do khdng sinh fluor , trong @6 c6 ciprofl fién
quan dén phan Ung cé hai nghidm trong va dot nhidm khudncap cia vlﬂmnhe’quan mantinh & ma!sﬁnenh nhan|
6 thé 1y khidl, chinén sif dung cho nhilng bénh rihan kfidng c6 lue chon digu tri khdc they thE.
+ Viem xoang cdp tinh do vi khuén: Do khang sinh fluoroquinolon, trong dé ¢4 ciprofloxacin lién quan d&n phan
{Ing c6 hai nghidm trgng v viém xoang cap tinh dovi khuln & mét s6bénh nhan cé thé Wy khoi, chinén sit dyng
ciprofioxacin chd nhiing bénh nhén khdng cé 1ga chon diéu trj khdc thay thé.
GACH DUNG VA LIEU LUGNG:
= Céch diing: Thuéic ban theo ddn, ding theo chldinh cia thiy thudic. Ding dub‘ng uéing. Phaiuding nguyén vién
thudc véi métcée nue ddy. khéng duge nhai hay nghién thulic. C6 thé uéng khi ddl hay trong bla &n.Trénh ding
chung vdi thubc khang acid.
- Lidu lugng: Liduthdng thuding cla efloxacin phy thudc phin logivA mic d n3ing nhie clia nhidmiring
Nguéiidn:
+ Nhi#m khugn dudng tiét ni¢u dudi: 200- 400 mg/ngay.
+Nhidm khudn duéng tiét nigu trén: 200- 400mg/ ngay, néu cénthl& 6 thét&ng lenll6u 400 mg x2 1&n/ ngay.
*Vigm phichng dbng: 400 o/ 1én, o6 thé fling 1én 400mg x2 lén/ngay.
+ Nhi&m khidn nigu daova <6 tf cung do 1w cAu khdng bién ching: liéu duy nhat 400 mg.
+Viém ni2udao, viém cd tif cung khorg do 13u cdu: 400 mg!ngéy hokcco thé chialidu.
+ Nhi&m triing da va 18 chife da: 400 mg x 2 lEns ngay.
+Nhidm khudn dudng 6t ni¢u khéng phic lap; Ufng 200 -400 mghén x 2 fAn /ngay, trong 3 ngay.
+ Bgtrhi2m khudncdp cla viém phé quan man tinh: USng 400 - 800 mg/Adnx 2 lan/ngay, trong 10ngay.
Bénhnhén suy gan: iéu t6i da 400mg/ ngay
Mgudildn suy gidm chucning thén:
+ D thanhthii creatinin: 20 - 50 miphdt:100- 200 mg/ 1 iénlnghy
+ B§ thanh thii creatinin < 20 mEphit, chay than nhan tao hosc thdm phan méng byng: 100 mg/14n/ ngay, hofc
200 mg.f 14n/ 48 gid.
Liéu tré emcho 14118 tudl: Khaing khuyén cdoding.
Ngudicao twéi: diéu chinh liéu theo mc ¢4 suy thén,
*Thei gian diu tr] phy thudc vao mic d3 ndng nhe clia nhidm tring va khd nEing dédp Ung. Théng Ihuding 5- 10
ngay (il nhim khuén niéu dao va c8 1if cung do 13u cdu khing blgn chimg: lidu duy nh&t 400 mg). Khéng nan
dléulriqua 2théng.
CHONG CHIDINH: ’
Ngui cé tién sir qua man véi ofloxacin, c4c quinolon khdc viholic cac thanh phin khc cé trong ch pham.
B&nh nhan ¢4 1ién s viém gan lién quan dén sit dyng fluaroquinolon
Tré em, thanh thi€u nién, phy ni cé thaiva choconbil,
Thiu hytmen G&FD, ién st ddng kinh hay nguding co giat thip.
THANTRQNG:
- Thudic c6 chua laclose nién bénh nhan méc cac rSiloan ditruyén hiém gap vé dung nap galactoss, chung thigu
huytlactose Lapp hodc réiloan hép thu glucose-galaclose khdng ndn sif dyng thuéc nay
8. aureus dé khang methicilin r&t dé d8 khang chéo vdi fit in, do dd ofl khéing nén
dugc khuyén ding a8 didu trj 44 bigi hay nghi ngénhim triing MRS A tris khi c6 k&1qua xélL nghiém tinh nhay cam
clia cothé udi ofloxacin.
- Ofiexacin khéng phai 1a thuSc dugdc Iys chon ddu tign cho b§nh viém phdi do phé clu hoac Mycopiasma holic
nhi&m tring gay rabéi Streptococei.
- Ofloxacin ¢t thé gay phén Ung di ing hofic qué m&n sau lidu dung diu tien, tham chila phén dng phan vé va sic
de doa tihh mang. Trong ruding hgp nay, nén ngifng ofloxacin va dibu trithich hdp.

il i uacﬁclh.u._ khdc gay bénhvé k.hdpusucvé,tnon nénchnSngchld’nhdunguﬂumclmmnglhBi
ky mang thal. =

- Thoi k¥ cho con bu: Olioxacin c6 bai it vao sla mg:vdi nﬁng 49 tudng ty nhut trong huy®t fuong. Céc
fluoroquinolon da duc bist 12 gay 16n thudng Vinh viin & syn ciia nhiing khdp chiulyc vii c& nhiéu déu hiéu bénh
1§ khac vE'khdp & stic vatnon. Vivay chdng chls d’nh ofloxacin cho phy nitcho con bu, néubtbude ding thi phdi
ngungchoconbl.
TACDONG CUATHUSC KHI LAIXE VA VAN MANH MAY MGC:
Ofipxagin cétac dung khéng mong mudn lam r8i loan than kinh: dau déu, £hong mat, réi loan ] giAc néni khong
sl dung duge cho ngudi khi l&i Xé va vén hanh may moc. ¥
TACDUNG KHONG MONG MUON:
Thuding offoxacin‘duge dung nap 181, T¥ 1 tac dyng khéing mong mudn cda ofloxacin, ciproliexacin va cac 1!1u6c
khanr;‘ thudnfieomoquinolon kh2 s 550 T2 i 5 Sinolzn thE hé thuée nbis st nslidisie,
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Thén kinh: kich .19, &1t ngu, 15 lugn giAc ngi, chéng 4L, dau déu, réiloanthj gide, mélmai
16 h&p: ho, viém mii hpng: Tiéu héa: Bubn non, ndn, Ja chéy,dau buyng va réiloantieu héa. .
Da: Phétban, ngifa, phan Ung dakiuquéd min.
Hiém gap, ADR < 1/1000
Phining diing, phismach, bigng &n, dau cd, dau khdp, viém gan
Thénkinh: Aogiéc. phan dng loan thén, trdm c&m, co giat.
Tim mach;tim 84p nhanh, ha huy&tdp;Ha h&p: khdthd, ca thitphé quan
Tiduhda:vigm rugtkét, co the xudt huyét S
Da: Viémmach, héi ching Stevens - Johnsan va hoai td nhigm déc chada.
Rathiém gép: < 1/10,000
Bénh thiéu mau tan huyst, glam tidu cdu, bach cdu, co glal, lriéu chilng ngoai thép, iital, m&t thinh lye, vang da ]
mét, dau cd khGp, suy than cép.
Hubng dfin cdch xi¥trf léc ADR
Nging diéu tr| n&u c6 céc phdn iing vé tam thén, thén kinh v qué m&n (phitbanngng)
LU ¥: Théng béa cho Bdc sTnhiing tac dyng khéng mong musn gép phal kbl sirdyng thude.
TUONG TAC THUGC:
O\'lmdn 1am kéo dai khodng QT namhe.n trgng khi ding chung véi céc thuc 1am kéa dai khodng QT khac nhu
hdng rdm cdm ba véng, , thudc chéng iogn thin...
- Céc Antacid, Sucralfat, Calion kim logi: ¢ 1hé 1am gidm sy hép thu. Do vay nén uding cdch xanhau it nhat2gié.
~Theophylin, fenbulen, vit céc thubc NSAIDs twang ty khi diing chung vdl ofloxacin c6 thé gayha thap ngudng co

 gial. Trong rtdng hep ca cdc con dong kinh, nén ngung sirdyng ofloxacin.

- Ofloxacin cd thé gAy tang nhe néng d3 glibenclamide huyét thanh néu diing déng théi; Bénh nhan néy diéu tii
bing phéi hupnly nén dugc theo ddichitcha.
«Py imetidin, furosemid va
Probenacid lam gidm d thanh 1hi téng cong ofloxacin va fang AUC: cérnhan trong kh| diing ofloxacin cing vdi
céc thuic cb Anh hudng d&n sy bai idléng thannhu p
- Thuc chbng dong mdu: ofloxacin lam t&ng tic dyng cba acenocoumaro! va wartann w nguy cd gay chiy mau.
Phai kiém tra thudng xuy&n INR. G4 khi cén phéi chinh liéu thudc chdng ddng mau lrong thai gian dibu I

-nllmm:m\rasaukhi nglng ofloxacin.

QUA LIEU VA XUTRE Qua lifu thuting hay gép & ngudi cao Wi va 1/3rudng hyp I do khidng diéu chinh lifu cho

phirhgpvdichic niing thin. .
- TriGuchiing: 1 I3n, chdng mit, suy gidm y thic va co gidt, ting khodng OT cling nhu cdc triu chifng v tidu hba
nhu budn nén, loét niém mac.
-Xbl: khang c6 thudic gidi déc dic hiéu, diu Irj trigu ching. Trong 30 phit 0y Lién; nén rita da oy, diing chil
hép phy va natri suifat. Thusc khang acid nén dugc khuyéndﬂng dé bio v¢ da diy. Theo dbl cac biéu hién thén
kinh, 12m dién tdm d8 dé theo ddi khoang QT. Phéi thea déi chuc nang than dé danh gia kha ning dao thaithude.
1;0n3£nhl:’ng ngdy sau,cén khuy8n ngudi bénh trdnh bét cdc cd gan 3m vide qué siic va trd lel hoat ddng thé e
dén
BADQUAN -HAN DUNG:
Béo quan : Dusi 30°C. Ndikha rdo, tranh anh sang.

DE THUGG XA TAMTAY TREEM.

Hen ding : 36 thang ké tif ngay san xudt: .
Tiéu chuén: DBVN IV,

San xudlt tai:
CONG TY CO PHAN DUGC PHAM KHANH HOA
Pugng 2/4, Khém Boéng Béc, P. Vinh Hoa,
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