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1/ Nhin truc tiép trén don vi déng géi nhé nhit:
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2/ Nhédn hop trung gian:
a./ Nhdan hép 1vi x 5 vién:

Congthidc:
Moxifloxacin - v
Ti dude ......... -1 ¥iln néadhi bao phim

{ Th dwie gdm: Microcystallin cellulose, Sodium statch glycolat (DST), Tinh bt ml, Povidon, Magnesi stearal,

Acrosil, Hydroxy Propyl methyl cellulose, Polyethylen glycol 6000, Tian dioxyd, Tale, Mis & axyd st 111,

Miu Erythrocin lake v Ethanol 9%6%)
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A0 mg

dp 1 vi x 5 vién nén bao phi . -
Hép 1 vi x 5 vién nén bao phim MOXlﬂoxaCIn400 mg

Manufactured by: In technological co-operation with:
KHAPHARCO PHARM. CO. M.B & RICHARD PHARMACEUTICAL. INC - USA

Cich ding - Lidu diing: Thudc bin theo &m, dung theo chi dinh cia thiy thudc
Liéu thuimg dung cho nguini lom: Trong vt i cie chi dinh, lidu duoe khuyén cao d8i von moxifloxacin 1 | vién (400 mg) udng md
mt lin Nén udng tron vidn thude voi mdt Iy mwoc Co thé udng thude khong phu thude vio bl kn

Thii gian didu tri Nén xdc dinh thoi gian didu i ty theo mirc 8) ning nhe cua bénh hay dap img lim sing. Dot clp cila viém
min § ngiy, Viém phdi mbc phi irong cong ding, viém xosng cdp 10 ngidy, nhidm da vit cac 8 chire dudi da: T ngiy.
Lidu ding von aguai bénh suy thin va suy gan Khong cdn phai chinh lidu & bénh nhin suy thin, sy gan she vi vira vi n
Chum o6 nghidn ciru & ngudi suy thin dung chyy thin nhin o holic ngudi siy gan nlng

Chi dint: Viem xoang ¢ip do cée vi khufin nhay cm: Streplococcus poeumonise, Heemophilus influcnzae
Maoraxclla catarrhalis. xR oifp ala vidm phe quin man tinh gay ra hdi : Streplococces paeumonine Hacmol
influcnzac, Haemophilus parainfuenzec, Klebsiclla preumoniae, Staphylococcns aurcus bodc Moraxclla cal
Vigm phii mic phili tei cdng ddag mede 85 nhe vh vita do cde vi khudn: Streptococcus pacamoniac, Hacmopiilia
F influenrae, Mycoplasms pocumonise, Chlamydia pecumeniae hofe Momaclla catarthalis. Nhidm khudn da v
chifc dhi da do nhidm: Staphylococeus aurcas, Streptococeus pyogenes. Thudc of hids gui trong trong didu 1 &
= nhidm khuils da nhw: dp xe dudi da khing bifn chéng, dinh ahot, chéc 1 va vidm md & bio
Chiing chi djnh: Khing duye ding Moxifloxacin cho nhitng bénh nhin d8 biét qué min cim voi thude holic vdi cac té
Tiéu chun: TOCS Duimg 2/4 - .
DE XA TAM TAY TRE EM mq:;,:;:?h"“ ki
A . ¥ thudl cda:
BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG M.B & RICHARD PHARMACEUTICAL INC . USA
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duve cila thude holic nhilng nguit co tidn sit qua min chm vai cie quinolon khic

Khéng dunq cho tre em dud 18w do thudc o the gly thodi hoa sun khop chiu troag luc
Nganin c6 tien st QT kéu dii va dang wi dung cac thudc chdng loan nhip tim nhom | A (quinidin, procainamid) va nham I
{amiodaron v sotalol)

Tic dyng khiing mong mudn: wom 10 eting din s durg thudc S xud? tgi

Bio quin: hio quin dii 30°C, neil khd méL trinh dnh sdng. Cang Ty C4 Phin Duge Phiim Khinh Hod

SDK/Reg.No
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"~ 3. Toa hudng dan si dung thudc:
Rx
KACIFLOX P ——
THANH PHAN: 1vien
(48] dong Moxifloxacin hydrocionid .. 4368 mg)
T duge. v, 1vi€én nénbao phim

(T4 duge gbm: Tinh bdt m) 140 mg, Microcrystalling cellulose (Avicel) B0 mg, Sodium Starch Glycolat (DST)
50 mg, Povidon 21 mg, Magnesi stearat 7,21 mg, HPMC 9.5 mg, Polyethylen Glycol 0,76 mg, Talc 0,95 mg,
Titandioxyd 0,95 mg. Mau B3 oxyd s410,574 mg, M3u Erythrosin0,0151 mg, Ethanol 96% 128,3mg)
DANG TRINHBAY: Hop 01 vi x 05 viénnén diibao phim.
CHOY: - K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.

-NEU CAN THEM THONG TIN, XIN HOTY KIEN BACST.

~THUGCNAY CHI DUNG THEO BON CUA THAY
DUGC LYCHOC:
- Moxifloxacin li khang sinh tong hop nhém fluoroquinolon. Gidng nhir cic fluoroquinolon cé tac dung digt
khudn voi ci vi ihain&-n&mmgvimimbhgddﬂ:ﬂ-éwpﬁmﬂlhﬁfmsmehﬁidm
sy sao chép, phién m v tusira AND vi khudn.

- Moxifloxacin c6 tic dung voi hiu hét cac chimg vi khudn Siaphyl aureus, Staphylococcus pyog
Staphyl pidermidi, Hoamophilus inf A, pariih Kiebsiella ; z
catarrhalis, Chlamydia p iae, Mycoplasma Stre; gal Sirey
P iae, Strep iridans. Enterobacier cloacea. E coli, Kiebsieli Legionella poeunto
Proteus mirabilis, Fusobacterium

DUGCDONG HOC:

- Moxifloxacin duoc hip thu nhanh qua duong tiéu hoakhi ding dang uéng, Sinh kha dung tuyét dbi khodng 90%.
Thisc kn anh hudmg dén hip thu thude, vi viy cb thé dimg cling hodc khing cing voi bira in. Noag d§ cao
nhit trong huy®t twong 14 4, Smeg/ml sau khi udng 1-3 gi&l(hnhg%ghu&ipmwinhuzﬂ&nmg,ﬂ:ﬁcphinb&

kﬂwﬁﬁ&mcﬁwhhﬂwd\mﬂihm;}mwﬁm.kln‘mgqm:huy héa Cytochrom P450.

thubc e théi gian ban thi kéo dii khodng 12 gid, viviy ding thube | laningdy.
CHIiBINH:
- Viém xoang cip do chic vi khudn nhay cdm: Strey pre ine, Haemophilus infl hodc

| Moraxella catarrhalis.
- Bt cip clla viém ph€ quin man tinh gy ra bdi : Streptococcus iae Haemophilus infl
Hoemaphilia paralsfi Klebsiellap dae, St anrcieSTadi Al racall halis.
- Viém phéi mic phii tai chng 6dng mdc 49 nhe va vira do céc vi khulln: Streplococcus prewmoniae,
Hisemophilicsiafh Mcopimiy jae, Chlamydia g s sk Mcvaall £
- Nhiém khudnda vh cctd chifc dudi da do nhié m: Staphylococcus aureus, Streptocoocus pyogenes. jd,\
- Thudc c6 hidu qud trong trong diu trj cic nhidm khudn da nhi: 4p xe dudi da khdng bi€n ching, dinh nhot, .
chéic 1 vA viém md 1€ bio. /
LIEUDUNG:

~Thubc bin theo dom, ding theo chi dinh ciia thiy thudc.
-u&ms:m;mwmﬂmgwamdﬁmmmmwhma&mmnomnlin.en
(400 g mdi ngdy mot
N&::g?glmw van mt ly nude. €6 the udng thude khang phy thude vao bira in.
~Thin gian didu tri- Nén xic dinh thin gian diéu i tiy theo misc 83 ndng nhe ciia bénh hay dip img lim sing: Dot
chp cia viém phé quin man: § ngdy, Viém phéi mic phii trong cong dong, viém xoang cdp: 10 ngay, nhigm khuan
davi chc 1 chisc dudi da 7ngiy.
- Litu ding véi nguti bénh suy than vasuy gan: Khang cin phis chinh lidu 6 bénh nhén suy thin, suy gan nhe va
vira vi ngudi ¢a0 tudi Chua o6 nghién cinu & nguin suy thin dang chay thin nhin to holic nguin suy gan nfing
CHONG CHi DINH:
- Khéng duoc dimg Moxifloxacin cho nhimng bénh nhiin 4 biét qui min cim vé thubc hodc vii cic t duog cia
thudic hodc nhimg nguii c6 tidn sir qua min cim vin cic quinoloa khic.
~Khéng ding cho tré em duti 18 dothudc cd thé gy thoai hoasun khop chjutrong lue. -
- Nguin cb tien s QT kéo diu vé dang sir dung cic thudc ching loan nhip tim nhém 1A (quinidin, procainamid) va
nhom 111 (amiodaron va sotalol)
THANTRONG: i}
-DoMonﬂnx-cineéMgiyn!dluingQTkﬁxﬁu&&&ﬁmﬁ.n&!:hphﬁmhvms&dwzdnam
%mt&&umnmmkhﬁﬁuCMiEm:hﬁ&c trim cam 3 véng,
thuoe cl loan i 4
- Ding thin trong cho bénh nhin b bénh Iy & thin kinh trung wong nhu xo ddng mach ndo ndng. ddng kinh vi 6 the
gdy con co gidt
TACDUNG CUA THUGC KHILATXE VA VAN HANHMA Y MOC:
Thudccs thé giy dau diu, chéng mat, ngii gd nénkhdng sit dung dufge cho ngudi i xe vi vin hinh miy méc.
SUDYNG CHO PHI NUCO THAT VA CHO CONBU: .
~Théi ky mang thai: nguy co 4nh hudng véi thai nhi rit Ion, do 46 khéng sir dung cho phunir mang thai
~Thai ky cho con bii: thuc nghiém trén chudt cong cho thay moxifloxacin phén b6 vao trong site, do 6 khong ding
cho nguni dang cho con bi
TUONG TAC THUSC: :
- Mt s thude 1am gidm hip thu vi vily phii ung xa vei this digm diing cac thubc sau: cic thubc khing acid, cic
ché phim cb chira sit, multivitamin ¢ chira k&m, sucrafa, didanosin dang vién nhai duoc hoa tan co dém hodc
dang bt pha vii antacid danh chotréem
- Khéng ditng chung vdi Warfarin vi cb thé lim ting tic dyng chéng dong mau. b -
- Cic thubc khang viém steroid khi ding chung 6 thé ting nguy co kich thich thin kinh trung wong vé co gidt
- Céng huémg tac deng gly ra khodng QT kéo dii trén dién tm 86, nén ciin phai thn trong khi sit dung cing v
ngmmdclhkwmﬂiynuqurkﬁdﬂkaqﬁ1Mmmun,Iinﬂr.dléngﬁmmJvens.
thudc chdng loan thin.
TAC DUNG KHONG MONG MUON:
Th  ndn, iachiy, chong mjt 5 ) =
h;:%m?mg,mwh;mm.-&ihmiwmmomﬁcaﬁmmdm.mg-ﬂ.wnm,m,A
QUA LIEU VA XU TRI: Ty - =
Khi d3 udag qui liéu Moxifloxacin, khong o6 thube dic higu dé diéutri, chi ybuTh didu i tnéu chime vé diéutr hd
tro: gy nn v riza 3 diy 46 lim gidm hip thu thude, loi niéu 8¢ ting thii thuc. theo ddi dién tim 65 trong vong 24
gidr, bis di dich cho nguén bénh.
Latu §: Théing béo cho béc 57 nhitng tdc dung khing mong mudn gdp phdi khi st dung thuie.
BAO QUAN - HAN DUNG:
Bdoquin: Dudi 307C, ndi khd mdt, trfinh dnhsfing.
BE THUGC XATAM TAY TRE EM.

Handiing : 36 thdng k& tif ngdy sin xut.
Tieu chuln : TCCS.

San xudt tai: } )
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Puang 2/4 - . Vinh Hoa - TP. Nha Trang
Vi sur hgp tic ky thudt cda:
M.B & RICHARD PHARMACEUTICAL. INC - USA

Nha Trang, ngay A0 thér}gcz nam 2012.
ONG-T 2.DUOC PHAM KHANH HOA

\\ 5\ KHANH HO2



