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2/ Nhian hép trung gian:

a./ Nhian hop 1vi x 5 vién:

Congthdde:
Levofloxacn...
Té diie s, | EEre RO 1 viénnén bao phim
( T duge gbm: Microcystallin u.llu!nc M-dmm starch glycolat (DST), Tinh bt mi. Erapac, Povidon, Magnesi
stearal, Acrosil, Hydroxy Propyl methy| collulose, Polyethylen glycol 6000, Titan dioxyd, Tale, Mau dd oxyd st
111 vi Ethanol 96%)

Hap 1 vi x 5 vién nén bao phim
¥HIJO( BAN THED BON

*Kaflovo 500

Levofloxacin  500mg

T

Kaflovo 500

SDK/Reg.No:

Manufactured by:
KHAPHARCO PHARM. CO.

Chi dinh:
Viém xoang cfp tinh, Bt cfip viém ph€ quin min tinh, Viém phdi cOng ddng.
Viém tuy€n tién liér. Nhiém khudn dudng €l nidu cé hién chifng hodc khing

Lidu diing: Thudc biin theo don, diing theo chi djnh cin thily thudc. Lidu thing thating cho ngudi 18n:

ez
e = E Nhidm khudn ditrng bo hifp:
g- 2 + B effp viém phé€ guin min wnh: | vién/mgly tong 7 nghy
] é + Viém phdi chng &ng: 1-2 vién/agiy tong 7-14 gy
| F&a + Viém xonng cip tinh: | viénkygdy trong 10-14 ngly
e Nhidm tring da vis cie 1 chifc i da: 1-2 vién/ngiy trong 7-14 ngly
5

Nhaém khufn dulyng G nidu: 250mg/ngay trong 3-10 ngity

Udng thudc trong hits &n hode gilfs che bifa 8n

Chéing chi dinh: Min cim vi levofloxacin vl v cde quinolon khic. ENing kinh, Thi€u byt G6PL.
Tidn sif bénh A gdn oo do mdt Finoroguinolon. Tré em nhd ddi 18 wdi.

Thijn trong, Tic dyng khdng mong mudfin: xem 1@ hutdng diin si dong tméc

Bio quin: Dudi 30°C, noi khd imdt, wdah dnh sdng.

Tieu chudn: TCCS
BE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUBC KHI DUNG

Sdn xudt tai:
Cang Ty €& Phin Duge Pham Khanh Hoa
Blddng 2/4 - P. Vinh Hoa - TP Nha Trang
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( Kaflovo 500

Diden mén bao phiwe

THANH PHAN: Lyién
" Laviolioutiai . " . 500 mg
- Td duge 1 vidn nénbacphl

(T duge gém: Tinh bt mi, Microcystaliin cellulose, Sodium starch glycolate (DST), Erapac, Povidon, Magneal stearat, Aercsll, HPMC,
PEG 8000, Talc, Titan dioxyd, Maudd oxyd sétill).
Dangtrinhbay: Hop 1vix5vien.

Chi ¥: - POC KT HUGNG DAN SUDUNG TRUGC KHI DUNG.
-NEUCAN THEM THONG TIN, XiN HOI Y KIEN BAG ST,
-THUGEC NAY CHIDUNG THEODON GUA THAY THUGC.

DUGC LYC HQC |

.Lavofioxacin Ia thuéc kh&ng khuén thude nhém fiucroguinalon. GiSng nhu cdc thusic khdng khufin nhdm flusroquinalan khdg, levolloxacin

tac ddng 18n phijc hop DNA-DNA gyrase va topolsomerass.

.Lavofloxacin cé phé khdng khun rong, bao gém:

~yi khudn gram (+) hi§u khi: Staphylococcus aureus, Staphylococcus hasmolyt Strep p Strep pyrogens.
Vi khudn gram (-) higu khi: Gits A hia coll, H philus influsnzae va Para Influenzae, Kiebslelia pneumonia,
Proteus mirabllls, Proteus vulgaris, Pseudomonas aeruginosa.

*Vi khudn ky khi: Pept p Fusobagterium, Proplonib rium,

*Chiing khde: Chlamydia p y pneumonia, Leglonella pneumophiia.

DUGC BONG HOC

-Hép thu: Levofloxacin ding dudng ubng dugs héfp thu nhanh chdng v& g&n nhu ho#én todn val néng d¢ dinh trong huyéit tuong dat dugc
trong vong 1 gld. Sinh khd dung tuyét 85 khodng 100%. Lavolloxacin d4p ing mie a4 dugc ddng hoc qua gidl han 50 - 600 mg. Thire &n o
&nh huding It holic khong &nh hudng dn sy hifp thu Levolloxacin,

-Phan bd; Khong 30 - 40% Levolloxacin Guge két hap vl protein huyéit thanh, Si¥ dyng nhigu 1u Levotioxacin 500 mg mot 1&n m3i ngay
cho théy sy tich Iu§ khéng ddng ké. C6 sy tich uy rét it nhung 1A du dodn cla Levofioxacin sau khi ding nhiing iy 500 mg, 2 ién mdi
ngay. Trang thi can bing dat dugc trong vang 3 ngdy.

.8y th&m vao nlém mac ph quin: N&ng dd Levofloxacin t61 da trong niém mac phé quin sau khi udng 500 mg tuong dng 4 8,3 g/ml. Gld tr}
nay dat dugokhodng 1 gid sau Kkhiding thuse. .
-Sy tham nhap viio md phéi: Néng a0 Levolloxacintdi da trang md phéi sau khi usng 500 mg khoding 11,3 g/g va dat dugc khoding 4 -6 gl¢
sau khl u8ng, N8ng 88 trang phii visgt han hiln néng dd trong huyét tuang.

-8y tham nhép v glan bao: Néng dd Levofloxacin 181 da kholing 4 - 8,7 g/mi trong glan bio dat dugo tudng Ung 2- 4 gid sau khiall dung 3
ngay vaiiBudisu tr 600 mg, 1 holo 2 1An rong ngdy.

-Chuyén hod: Levolloxacin dude chuyén hod It, dang chuydn hod 1A démethyl-lavol vi in N-oxide. Mda 86 olia nhilng dang
chuyén hod ndy dudl 5% Il diing dugc bal it trong nude Widu. Levatioxacin & dang &n djnh hoa hoo [4p thé va khang bj thay dblofutrie,
“Thil tri: Khi sl dyng dudng uéng levolioxaain duge thai tri tudng d6i cham 1 huy8t tudng (nifa dal thil trit 8 - 8 gi&). Sy bal it chd y&u
quathin khodng 85% lléu sl dung.

-D61 véingudi b suy than: Duge dng ho cda levoioxacin bl &nh hudng trong trudng hap suy thén, Khi chie ndng than gidm, sif thanh thii
. | vabaitigtclathanb] gidm va thai glan ban huy ddo thaltng..

CHIBINH:

Vism xoang ofip tinh, Dat cdp viém phé quin miin tinh, Viam phél céng a8ng. Viam tuysn tén gt Nhi§m Khuén dudng tiét nidu od bisn
chiing hodic khéng. Nhidm khudn dava cdoif chiic dudida b bién ching hodc khing

LIEU DUNG:

Thubcban theo don, ding theo chi dinh clia thdy thudic.

Liduthang thudng cho ngudt idn:

~ | Nnidmknhufn dudng hd hip:

+Bgtcipvidm phé quan man tinh: 1 vien/ngay trong 7 ngay

+Vismph8icdngdéng: 1-2 vidn/ngdy trong 7-14 ngdy

+Vigmxoang cip tinh: 1 viéningay trong 10-14 ngdy { = >

Nhigm triing da va cAc t§ chic dudida: 1-2 vién/ngdy trong 7-14 ngdy. /(/L /

Nhidm khufn duding 8t nigu: 250mg/ngay trong 3-10 ngay
USng thudc trong bila &n hodc gida cdcbla &n.
ca?na CHIBINH:
Man cim vai levolioxacin va vdl che quinolon khic, Bang Kkinh, Thidu hyt GEPD.
Tién sl banh & gin cd do mot Fluorequinolon, Tré em nhd dudi 18 tusl,
THANTRONG:
Sildung than trong 861 voibgnh nhan:
Suy gidm chie ning thn, Tién sd 8l loan he thin kinh trung udng. ‘
Viém gén ed, nhugo cd. Tranh 116p x0c tryc tip val nh sdng mit tral hay tia cye tim do nguy cd nhay cdm véi énh sdng, Viém dal trdng
méng gid do Clostridium difficile.
sUDYNG CHOPHY N0 GO THAI VA CHO CON BU:
Phy ni c6 thal: Khdng dung cho phy nl o6 thal vikhdng thé loal tri nguydn nhan mdt s khuy&tatd thainhl.
Phu ni cho con bu: Khdng g duge vithudic levofl In di vao s ‘4m‘olyb0nhkh6pv!ng¢d¢=muidangbd
TAC DUNG KHONG MONG MUSN:
R&i loan tidu héa: Bau byng, tidu chiy, budn non.
Dj dng da: Phét ban, ngda.
Huy#t hoo: Gidm bach c4u, gim bach cdu trung tinh, gidm tidu cAu.
Thén kinh: M&t ngll, ngli gat, chéng mat, r8i loan thi gléc.
Trigu ching khac: Mgt mbi, d8 m ndl, kho thd, gidm huy#t ép, thidu mau
TAC BONG CUA THUBC KHI LA XE VA VAN HANH MAY MOC.
Thusc c6 1éc 60ng khdng mong muin 18n hé thén kinh gay chéng mat, ngil gét, rSllogn thj gidc ndn khang sl dung dudc cho ngudl lal xa va
vAn hanh may mdc
TUONG TAC THUSC:
-Levofioxacin bj gidm h&p thu khi ding chung vdl theophylin, wartarin, digoxin va multivitamin.
_Caethubc hs dudng huyét dung déng thél vél Levolloxacin cé h& lam tng nguy cd rél loan dudng huy&t.
-Ding aéng thal levolloxacin véi:
*Gac musl sAt, thusc khdng acki chia nhom hydroxyd hodc magnes! hydroxyd: lam gidm hép thu levofioxacin.
*Sucralfat: lAm gidm h&p thu levofioxacin.
Probenecid va cimetidin: 2 thusc nay dnh huding d&n su thatrd levotioxacin do sy thanh thai clia levofloxacin & thin bjcham lal.
QUA LIEUVA XUTRI:
Vi khdng cé thudc gidi ddc dic higu, x{ tri qua libu bling cach loal thuSc ngay ra khdi da day, bu dich a4y 60 cho ngudi banh. ThAm tach
mi&u vé th&m phan phiic mac lidn tue khdng co hidu qua loal levitloxacinra khdicd thé. Theo daidign tAm dé vi khodng cach QT kéo dal.
Luw y: Théng bdo cha béc sy nhdng tic dungkhéngmngmud’ng(pphifw:#dum thudc.
BAO QUAN - HAN DUNG:
Bao qudn : Ndi kh mat, trdnh dnh sang.
BE THUSC XA TAMTAY TRE EM.
Handing: 36 thangké i ngdy san xudl.
Tiéuchudn: TCCS.

San xudt tai:
CAONG TY GO PHAN DUGC PHAM KHANH HOA
WHO - GMP Pudng 2-4 P.VInh Hoa - TP.Nha Trang - TInh Khanh Hoa

Nha Trang, ngdy thing nim 2011.
C PHAM KHANH HOA

TENG GIAM POC




