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2/ Nhan hop trung gian: \
DUGC PHAM

a. Miu nhin hop 10 vi x 10 vién:

.............. 400mg

n nén bao phim
Lidu dang- Cich diung g Xin doc
Ching chi dinh i rong 1
Thin trong + [ huang din
Tac dyng khong mong mudn : sif dung

Va cdc théng tin khic
Tigu chudn: DOVN IV
Bao quan: Dudi 30°C, ndi khi rdo, tranh dnh sang
DE XA TAM TAY TRE EM
BOC KT HLANG DAN SU DUNG TRUGC KHI DUNG
San xval tai: i
CONG TY CP DUGC PHAM KHANH HOA
Butmg 2/4, P. Vinh Hoa, TP. Nha Trang, T. Khinh Hoa
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Hap 10 wi x 10 vién nén bao phim

“NORFLOXACIN

Norfloxacin......400mg
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Compeositions:
Excipients: ..... q.s .... 1 coated tablet
Dosage- Administration : | ploace see
Precautions teaflet
And other informations :
Specifications: VP 1V

KEEP DUT OF REACH OF CHILDREN
Manuitacturedd by:

NorfloXacin ... 400mg
Contra-indications enclosad

READ CAREFULLY INSTRUCTIONS BEFORE USE
Khanh Hoa pharmaceutical joint stock company

Indications

Adverse effects 3

Storage: Below 30°C, in dry place, protect from light

274 st Vandu Fioa wand, Nhia Toang caty, Kharh Hoa provinee
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3. Toa hudng dan s dung thudc:

NORFLOXACIN  tee o

THANH PHAN

1 vién nén bao phim

400mg

0 ..viradi creseneenns 1 VIEN NEN bao phim

(T4 dugec gbm: Avicel M101 (microcrystalline cellulose), tinh b6t mi, lactose, DST (natri
starch glycolat type A), povidon K30, magnesi stearat, areosil (colloidal silicon dioxid),
hydroxypropyl methylcellulose (HPMC) 2910, polyethylene glycol (PEG) 8000, talc, titan
dioxyd, mau sunset yellow lake)

DANG TRINH BAY: Hop 10 vix 10 vién nén bao phim -

CHUY: -agc KY HUONG DAN SUF DUNG TRUG'C KHI DUNG.

-NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST,
- THUOC NAY CHI DUNG THEO BON CUA THAY THUOC.

DU'QC LIFC HOC:

- Phén loai: Norfloxacin 1a khang sinh nhém quinolon (gh &n nhom flucroquinclon)

- Norfloxacin trc ché DNA- gyrase, matenzym cén thiét cho sy sao chép DNAcda vi khudn,

- Norfloxacin c6 tac dung diét khudn véi ca vi khudn va khi Gram dwong va Gram &m.
Narfloxacin cé tac dung vi hdu hét cac tac nhén gdy bénh dudng tiét niéu théng thudng
nhét nhw: Escherichia coli, Proteus mirabilis, Staphylococcus saprophyticus. Ngoai ra,
norfloxacin cling ¢ tac dung diét cac khudn gy bénh dirdmg tiét nidu khac nhu Klebsiella
5pp., Enterobacter spp., Proteus spp. indol duong, Pseudomonas aeruginosa va
Streplococcus faecalis.

- Norfoxacin ciing diét Salmonella spp., Shigelia spp., Campylobacter spp., Vibrio cholerae
va Yersina enteracolitica, va céc vi khudn c6 lién quan. N6 con cé tac dung diét Neisseria
gonormhoeae (ca cac ching tgo penicilinase hodc khang tao ra penicilinase).

- Chlamydia va cac vi khudn yém khi nhur Bacteroides spp. khdng nhay cam véi nerfloxacin.

- Norfloxacin cling thuémg cé tac dyung ngay khi vi khuan da khang vdi acid nalidixic.

- In vitro, norfloxacin (rc ché da sé cac ching nhay cam gay bénh & mat nhu Acinefobacter
calcoaceticus, Aeromonas hydrophila, Hemophilus influenzae, Staphylacoccus aureus, Da
s6 cac chiing Pseudomonas aeruginosa bj (rc ché bdi norfloxacin & ngng a6 4 microgam/m|
hodc thdp hon. Norfloxacin tac dung yéu hon ciprofloxacin chéng céc ching gy bénh nhay
cam in vitro, va ciing yéu hon ciprofioxacin trong mét sé mé hinh viém gidc mac gay ra b
Pseudomonas aeruginosa in vivo.

- St d& khéng déi v norfloxacin truyén qua plasmid chwa dugcxac dinh

DU'Q'C BONG HQC:

Khi diing liéu 200 mg hay 400 mg norfloxacin, trong vong 1 - 2 giér ndng 46 tdi da clia thubc

trong huyét twong trong (ng 1a 0,8 mglit va 1,5 mgfit. Norfloxacin durge bai tiét theo hai

duémg: Loc cAuthan v bai tiét & bng than. Néng dd thubc tdi da trong nudr idu dat dugcsau

khi uéng thudc 2 gic. Néng 45 diét khudn cia thudc trong nurdre idu dugc duy ri trong vong 12

gicr. Nira déi cla thude trong huyét tuong khodng 3 - 5 gidr. D4i véi nhirng nguéi suy than &

mure df trung binh c6 do thanh thai creatinin dwéi 30 mi/phat, nira déi cta thuée trong huyét
trong kéo dai gép d6i (6- 10 gidy).

CHIBINH: .

- Norfloxacin dugc diing chil yéu dé didu trj nhiém khudn duéng tiét nidu c6 hodic khang co
bién chirng va viem tuyén tién liét do cac vi khuan nhay cam.

LIEUDUNG:

- Phdi ubng norfloxacin 1 gi& trérc bira &n hay 2 giér sau bira an véi mt cbe nude déay. Tron

ngay phai udng nhiéu nuréc aé luong nude tidu dao thai it nhit tir 1200 mi dén 1500 mi méi
ay & ngudi lom.

- Liu didu trj:

Donguy cortao tinh thé-niéu, khéng duge vt qué lidu thuémg diing 400mgAan, ngdy ubng 2

14n & nguilém, chire nang than binh thudmg.

+ Viém béng quang cAp va viém tuyén tién lit cAp: 400mgAan, 2 IAningay, trong 7-10 ngady

(trong 3 ngay dbi véi nhigm khudn dwomg tiét nigu khéng bién chirng & nir), hodc ding liéu

trén d& diu tri nhidm khun duéng tiét niéu khéng bién chimg do vi khudn nhay cam nhw E.

coli, Klebsiella pneumoniae hodc Proteus mirabilis

+ Nhi&m khudn man dueéng tiét nigu dudi téi phat: 400mg, 2 ldn/ngay trong 12 tudn; lidu co thé

gidm xuﬁng 400mg, 1 ldn/ngay néu cé dap (mg thda dang trong 4 tudn dau,

+Viém tuyen tiénligt man: 400mg, 2 Janingay, trong 28 ngay.

+ Liéu trong suy than: Can giam lidu. Bi véi nhidm khudn duéng liét nidu: 400mg/Ian, 1

IAn/ngay khi Cl, =300ml/phit/1,73m’

CHONG CHI BINH:

-Bi voi nguéi qua man vei norfloxacin hodc véi cac chét khang khudn ¢6 lién quan v& mat

héa hoc wéi quinolon,

- Nguri co tién st bj viém gan hogc dirt gan lién quan dén st dung thuéc nhém quinolon,

- Tré em duwdi 18 tudi.

THAN TRONG: .

- Viém gan hogc dirt gan da xay ra khi diing khang sinh nhém quinolon, & moi Ira tudi, nhung

nguy conay tang 1én khi dung déng thei véi cac corticosteroid, nguéi cdy ghép tang va nguroi

bénh trén 60 twdi .

- Thén trong v&i ngudi cao twéi co gidm chire nang thén, ding lidu bing % so véi lidu coa

nguéi binh thudmg .

- Phai diing thén trong cho cac ngur&i bénh bj ddng kinh hay c6 tién scr vé cac réiloan thén kinh

trung wong.

- N6i chung phéi diing than trong di voi cac ngurdi bénh thidu ndng gan hoéc suy than néu d6

thanh thai crealinin dwréi 10 mi/phdt; phai giam lidu lirgng thuéc va theo dai sy thanh thai

creatinin.

- Khdng nén ding moi fluoroguinolon cho tré em va thidu nién. Cac thude fluoroquinolon va cac
quinolon khac da dugc théng bao géy bénh khép & nhidu logi ddng vét chira tnrémg thénh,

SU' DUNG CHO PHY NI MANG THAI VA PHU NI CHO CON BU

- St dyng thubc cho phu nir co thai: N6i chung viée ding norfloxacin trong théri gian mang thai
chua thy ¢6 nhiing biéu hign tang nguy co' d dang bam sinh, Tuy véy cling khéng thé loai trir
nguyén nhan cd lién quan dén mot sé khuyét tat cia thai nhi. Khéng chi dinh norfloxacin cho
ngudi mang thai vi cé cac thude khac an toan hon.

- Slr dung thudc cho phuy ni cho con ba: Trong théi gian cho con bi khéng nén ding norfloxacin
vi co kha nang gay bénh khép va ngé ddc nang cho cac tré dang ba. Néu khéng thay thé dugc
béng mét khang sinh khac ma nguai me van phai ding flucroguinolon thi nén ngirng cho con
b

u

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Thudc co tc dung Ién thn kinh trung wong nhu trim cam, lo 1&ng, tinh trang kich ddng, sang khodi,

métdinh huéng, do gisc wv... nén khéng sir dung norfloxacin cho nguedi 1i xe hay vén hanh may mée.

TUONG TAC THUOC:

- Nhirng cbng trinh nghién ciru, mét s6 cac bao céo néu 1én: Cac chat chéng acid co chira
nhom, magnesi hydroxyd lam gidm sy hdp thu tir 50 - 98% norfloxacin trong huyét thanh,
Dang Maalox 2 gior sau khi uéng norfloxacin, lvong norfloxacin hép thu bi gidm khoang 1/3.
Norfloxacin ding ciing calci carbonat 1am giém tir 50 - 80% sir hip thu. Norfloxacin khéng bj
anh huémg béi bismul subsalicylat. Coch gidm hép thu norfloxacin khi cé mét cacion nhém
va magnesi dugc giai thich nhu sau; Mét vai nhém chire {3 - carbonyl va 4 - oxo) clia cac
khang sinh két hep voi cacion tréntao ra trong rudt cac chelat khong tan va lam gidm hip thu,
honnira cac chelat tao thanh it 6 téc dung khang khudn.

- Sir dyng ciing v6i probenecid khdng anh huéng téi néng d@ norfloxacin trong huyét thanh
nhung si bai tiét thudce trong nudre tidu giam,

- Khi g{img norfloxacin ciing v6i theophylin va cyclosporin, ndng @b ciia hai chat nay ting trong
huyét twong.

- Norfloxacin ciing nhw cac quinolon khac lam tang tac dyng cda chét chéng déng mau dang
ubng warfarin hogic nhirng dén xudt clia né. Khi st dyng ching can phai theo déi théi gian
déng mau bang cac xétnghiém thich horp,

- Céc ché phdm da sinh 18 c6 chira st va kém khéng dugc sir d ng cling hodc trong vong 2 giér
v6i norfloxacin vi c6 thé lam thay ddi 4§ hap thu, 1am cho néng a6 norfloxacin trong huyét
thanh va nirée tigu thép xubng. .

- Norfloxacin cing nhw céc quinolon khac c6 thé anh huéng toi chuyén héa cia cafein, lam
gidm a5 thanh thai cafein va kéo dai nira doi ciia cafein trong huyét ong.

- Tranh diing déng théri véi céc thubc chéng loan nhip logi Il va loai 1a: cac thudc chuyén héa
qua Cyp P450 1A2 nhur (theophylin, cafein, clozapin, tacrin, lizanidin...); céc thudc kéo dai
khoang QT (erythromycin, thudc chéng loan than, thubc chéng trdm cam ba véng) va khang

sinh nhém aminoglycosid,
Thankinh: S8, trang thai mo mang.
Mgirng ding norfloxacin.
- Gay nén hodc rira da day.

TAC DYUNG KHONG MONG MUON: L
Norfloxacin thuréng d& dung nap. Ty 16 toan bé tac dung khéng mong mudn khodng 3

Da: Phatban, ngira, nhay cdm anh sang, ngoai ban.

Tiéu hda: Nén. ia chdy, dau byng, tobén, chan an.

I.t."w.:5 ¥: Théng béo cho bac sy nhimg téc dung khéng mong mudn gdp phai khi sir dyng
thuoc.

- Bdi phu nuwére va dign gidi a4y du.

-Didutr hd trgr

Thuéng gdp, ADR > 1/100
Hiém g&p, ADR<1/1000
QUA LIEU VA XU TRi:
BAO QUAN - HAN DUNG:

Tiéu hoa: Bubn nén, ia chdy, dau/co cirng corbyng,

Than kinh trung wrong: Chan &n, ngd khéng yén gidc, trdm cam, lo lang, tinh lra;ng-'ﬂich dong, bj
Trigu chimg: Budn nén, ia chdy, dau ddu, chéng mét, kéo dai khodng QT, viém dai trang mang
Bdoquadn: Dudi30°C, noikhd rdo, tranhanh salng. i ;j‘

Mau: Tang bach cdu ai toan
Itgép, 1/1000 <ADR < 1/100

Co - xuong: Bau khop.

Huwéng dén cach x(r tri ADR

- Vi khéng c6 thube gidi ddc dac hisu dbi véi noffloxac
hd trer, gém co:

H& TKTW: Dau du, chéng mat
Gan: Tang emzym gan
kich thich, sang khoai, mét dinh hwéng, 4o giac.
Tiéu héa: Viém miéng, viém dai trang mang gia.
gid, dau, viém gén cor. g
Xertr: o Y e
qua lidu,
> ] - .

DE THUOC XA TAM TAY TREEM.

Handing: 36thang ké Ll ngay snxudt.  +
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Bugng 2/4, P. Vinh Hoa, TP. Nha Trang, Tinh Khanh Hod
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