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1.Tén thube:

BASMICIN 200

2. C4c déu higu Ivu ¥ va khuyén cdo khi diing thuéc:

Dé xatdm tay cua tré em

Doc ki rémg diin strdung trinde kil ding

Néu cin thém théng tin, xin hol y kién cita bdc st

Khéng ding khi thudc dd hét han s&rdung.

3. Thanh phan, ham Iwgng clia thubc:

Thanh phén dixre chét: Ciprofloxacin (dudi dang ciprofioxacin lactat)
Thanh phén t4 duoe: Acid factic, nwdc chtpha tiém ...

4. Dang bao ché: Dung dich dam diic dé phatiém truyén t|nh mach
Dung dich trong subt, méu vang nhat déng trong lo thiy tinh trung tink khdng mau, dung
tich 20 ml, ddy kin bdng nat cas su, boc ngoai bng nhom,

5.Chldinh:

Chi dinh trong cé4c tnwdng hep nhigm khudn nding do vi khuin nhay cam véi ciprofioxacin:
Nhi8m khu&n néng ma céc thudc khang sinh théng thuéng khang tac dyng va nhiém
khudn & da, md mém, xwreng; nhim khudn ngng (nhi§m khudn b&nh vign, nhi&m khuén
huyét, nhiém khuan & nguLedi bj suy gidm midndich).

Nhim khuan dirtng tiét nigu, rong trudng hop nhidm khudn dudng tiét nidu khdng phirc
tap: Do khdng sinh fluoroquinelon, trong 46 ¢4 Ciprofioxacin [i8n quan dén phan tmg b hai
nghiém trong (xem mic Thén trong) va nhidm khudin durémg tiét nidu khong phire tap & mét
s6 banh nhan c6 thd ty khéi, chi nén sir dyng Ciprofloxacin cho nhirng bénh nhan khdng co
Iwa chon didu tr khdc thay thé.

Nhi&m khuén dwémg hd hip, trong tnryng hp dot nhim khudn cip clia vism phé quan
man tinh: Do khéng sinh fluoroquinolon, trong d6 ¢6 Ciprofioxacin lién quan dén phan Gng
c6 hai nghiém trong (xem myc Thén trong) va dot nhiém khun cip clia viém phé quan
man tinh & mét s& bénh nhan cd thé tr khai, chl nén sir dung Ciprofioxacin cho nhirng
b&nh nhan khdng cé lwa chon didu tri khéc thay thé.

Viém xoang cép tinh do vi khun: Do khang sinh fluoroguinolon, trong dé c6 Ciprofloxacin
li&n quan d&n phan (rng ¢4 hai nghiém trong (xem myc Thén trong) va vidm xoang cap tinh
do vi khuéin & mét s6 bénh nhan c6 th tyr khdi, chi nén s dung Ciprofloxacin cho nhirng
bénh nhan khéng c6 hra chon didu tri khac thay thé.

8.Cachdiing liduding:

Céch dung - Dwomg dung.

Thubc phéi durrge pha lodng tnedrc khi ding.

Lidu truydn tinh mach dwrgc chuén bj bng c4ch rit egng dung dich ciprofloxagin trong lp
6 nding db 10 mg/ml, sau d6 pha lofing d& duge dung dich o5 ndng d3 0,5 -2 mg/m! véi mét
frong cac dung dich truyén firh mach sau; NaCl 0,9%, nwéc cét, dextrose 5%, dextrose
10%, dextrose 5% va NaCl 0,225%, dextrose 5% va NaCl 0,45%, Ringer's lactat. Dung
dich sau khi pha loing dugc truydn tinh mach trong it nhét 80 phiit.

Lidu ding; Theo hwéng dén clia bac sT.

viradt 20 mi

™ Téng thei gian didu trj
Chi djnh {bao gdm ca chuyén sang
(truydn wong 60 phit) duromg udng kil ¢6 thé)
Nhigm khudn dudmg iétnigu | 200 - 400 mg x 2 Aningay 7- 14 ngay
Nhiém khudn dednghd hip - 406mg x 2 fningay 7- 14 ngay
Nhiém khulin & da, mé mém R 7- 14 ngay
— 400 mg x 2 - 3 lAningay —
Nhiém khudn xwong Téi da dén 3 thang
Nhidm khudn nang (nhidm khun
bénh vign, nhidm khudn huyét,
- 10- 14 nga
b tr nhibm khudn & nguoi b | 100 ™92~ 8 Bningay naay
suy gidm mién dich)
Viém xoang cp do vi khudn 400 mg x 2 lAn 10 ngay

Can phai gidm lidu & ngueiri bi suy gidm chire néing than hay chire ndng gan. Trong treing

herp nguedi bj suy ehire nding than, ndu ding iiéu thép thi khdng cin gidm lidu; néu dung lidu

cao thi phai didu chinh lidu dira vao 69 thanh thi creatinin, hosc ndng dd creatinin trong

huyétthanh.

P thanh thél creatinin {(ml/phati1,73 m’) Got y didu chinh lldu Iwgng

31-60 Lidu = 400 mg x 3 13n nén gidm xudng cdn:

{creatinin huyét thanh:120 -170 pmollif) | 400 mgx 2 13n

Lidu = 400 mg x 2 IAn né&n gidm xuéng cdn:

400 mg x 1 l3n

Tré em va tré vj thanh nién: Truydn tinh mach 5 - 10 mg/kg/ngay, truyén trong théri gian 30 -
60 phit.

7.Chéng chi djnh:

Ngudri co tién sir qué mén vdi ciprofloxacin va cac thubc lign guan nhe acid nalidixic va cac
quinolon khéc ho#ic v bt ky thanh phin nao clia thuéc.

Khbng dugre dung ciproflexacin che nguwei mang thai va thei ky cho con bu, trir khi bugc
phaidong.

8. Canh béo va thiin trgng khi diing thuéc :

Cén thén treng khi dung ciprofioxacin d6i voi ngudi c6 tidn st ddng kinh hay réi loan hé
thdn kinh trung wong, ngudi bj suy chirc ning gan hay chirc nang théan, ngudi thiéu
glucose - 6 - phosphat dehydrogenase, ngudibj bénhnhugc co.

Ding ciprofioxacin dai ngay c6 thé lam céc vi khuén khing nhay cam véi thubc phét trién
qua murc. Nhét thiét phai theo dbi ngwrdi bérh va 1am khang sinh do thudng xuyén dé cé
bién phap didu trithich hgp theo khéng sinh dd.

Ciprofloxacin c6 thé kam cho céc xét nghiém vi khufn Mycobacterium tuberculosis bi am
tinh. Han ché diing ciprofloxacin cho tré nho va tré dang lén (trén thyre nghigm, thuéc c&
gay thodi héa syn & céc khdép chiu trong lc).

Céc phén (mg c6 hai nghiém trgng cé kha niing khdng phuc hai va gay tan tat, bac gém
viém gén, ¢t gan, banh Iy than kinh ngoai bién va cac tdc dung bt 1ot trén thin kinh trung
wong.

Céc khang sinh nhém fluoroguinolen o6 lign quan dén cac phan ¢ng o6 hai nghiém trgng
©6 khi nang gay tan tat va khong hdi phycién céc hé oo quan khéc nhau clia cor thé. Cac
phan (rng ndy o6 thd xuét hign ddng th&i trén cing bnh nhan. C4c phan (ng c6 hai
thwomg duge ghi nhan gbm viém gan, dirt gan, dau khop, dau co, bénh by thén kinh ngoai
vi va céc tAc dyng bét lgi trén hé théng thin kinh trung wong (4o gidc, lo Au, trm cam, mét
ngu, dau dAu nding va I in). Céc phdn dmg ndy ob thé xdy ra trang vong vai gier dén vai
1uAn sau khi sir dyng thuéc. Bénh nhan & bt ky tui nac hosic khding o6 yéu té nguy co tdn
tai tir trirdre déu oo thé gap nhing phan tng c hai trén.

Ngirng sir dyng thudc ngay khi c6 déu hiu hodic tridu chirng dAu tién clia b4t ki phan tng
c6 hai nghiém trong nao. Thém vao d6, trénh sir dyung cac khang sinh nhom fluoroquincion
chio cac b8nh nhan G4 tirng g3p cac phan teng nghiém trong lién quan dén fluoroquinolon.
9. Stz dyng thudc cho phy nipcd thai va cho con ba:

FPhy ni¥ ¢ thai: Chi nén ding ciprofioxacin cho nguwréi mang thai trong nhigng trudng hop
nhiém khuén ning ma khong cb khang sinh khéc thay thé, bufic phéi diing t¢i flucroquinodon.

<30 (creatinin huyét thanh: >175 pmolAit)




if da 1 biJ: Khdng diing ciprofloxacin cho ngudi chocon b, vi ciprofloxacin
A a s L R I BT vt N e ute
diing ciprofloxacin thi phai ngtrng cha can bu.
10. Anh hirémg cira thude in khi nling 14i xe, vAn hanh may moc:
Ciprofioxacin c4 th& gy hoa mét chéng mét, d4u 6c quay cudng, anh hiwdng dén vide didu
khidn xe ¢ hay van hanh méay méc.
11. Turong téc, tirong ky cila thube:
Diing ddng theri cée thudc chéng viém khdng steroid (ibuprofen, indomethacin...) s& iam
tang tac dung phy cda ciprofloxacin.
Ciprofloxacin va ciclosporin diing ddng thév o6 thé gy tAng nhét theri creatinin huyét thanh.
Nén ki&m tra creatinin huyét mituéin 2 1hn.
Probenacid Iam gidm mire lgc cAu than va gidm bai tiét & Sng than, do a6 1am gidm dao thal
thubc qua nudctidu,
Warfarin phéi hop véi ciprofloxacin cb thé gay ha prothrombin. Can kidm tra thiremg xuyan
prothrombin huyét va didu chinh fiu thudc chéng 86ng méu.
Diing d3ng thai thude chéng toan o4 nhim va magnesi s& lam giam ndng 46 trong huyét
thanh va gidm khé dyng sinh hec clia ciproflexacin. Khng nén uéng dng thai ciprofioxacin
véi céc thudc chdng toan, )
Cinuéng thuéc xa nhau (nén ubng thubc chéing toan 2 - 4 gidr tnede khi ubng ciprofloxacin),
tuy céch ndy khéng phal gidi quyét triét ¢ dugc van dd.
B hip thy ciprofloxacin c6 thd bj giam di mdt nira néu diing ddng thévi mot sé thube gay
d3c té bao (cyciophosphamid, vincristin, doxorubicin, cytosin arabinosid, mitozantron).
Né&u ding dbng thdri didanosin, th! ndng 45 ciprofioxacin bj gidm dang ké. Nén uéng
ciprofioxacin treeére khi ding didanosin 2 giér hoéc sau khi ding didanosin 6 gi.
Céc ché phdm c6 st (fumarat, gluconat, sulfat) lam giam déng ké sy hép thu ciprofioxacin
& rudt. Cac ché phlm c6 kém anh huéng it hon. Tranh ding ddng ther ciprofloxacin véi
cacché pham cb sat hodickém hay udng cacthubc nay cdch xa nhau cing tét.
Uéng bng therl sucralfat s& Iam giam hdp thu ciprofloxacin mdt céch déng k&. Nan cho
ubng khang sinh 2- 6 gi®r tnrérc khi udng sucratfat.
Ubng ciprofloxacin déng thévi vl theophylin ¢4 thé 1am ting ndng @ theophylin trong
huyét thanh, gay ra cac tic dung phy clia theophylin. Can kiém tra ndng d4 theophylin
trong mau va o6 th& giam lidu theophylin néu bude phai ding 2 loai thubc.
12. T4c dung khdng mong muén ciia thube:
N6i chung, ciprefloxacin dung nap tét. TAc dyng phy clia thude chii yéu la 18n dg day - rudt,
thain kinh trung rong va da.
Thuomg gip, ADR > 11100
Tigu héa: Budn ndn, ndn, fa chay, dau byng.
Chuyén héa: Tang tam th¥i néng d3 cdc transaminase.
[tgép, 1/1000<ADR< 1100
Toan than: Nhirc dAu, sét do thuébe.
Mau: Tang bach ciu wa eosin, gidm bach ciulympho, gidm bach chu da nhan, thidu mau,
giam tidu chu.
Tim - mach: Nhip tim nhanh.
Théin kinh trung rong: Kich dong.
Tiduhéa: Réilogn tiu héa.
Da: Ndiban, ngtra, viém tinh mach néng.
Chuyén héa: Téang tam thi creatinin, bilirubin va phosphatase kidm trong mau.
Co xuang: Bau & cac khop, swng khap.
Hiém g#p, ADR < 1/1000
Toan thén: Phan &ng phan vé hodc dang phan v§.
Mau: Thiéu mau tan mdu, ting bach cAu, tang tidu ciu, thay ddi ndng 46 prothrombin.
Thén kinh trung wong: Con co giat, i in, rdiloan tam thin, hoang twéng, mét ngt, trdm
c&m, loan cam ngoai vi, réi loan thi gisc k& ca 3o giac, rbi loan thinh giac, U tai, réi loan vj
gidcva khirugide, ting 4p lyc ndi sp.
Tiéu hoa: Viém dai trang mang gia.
Da: Hi chirng da - niém mac, viém mach, hi chirng Lyell, ban d& da thanh nét, ban 63 da
dang iétdich.
Gan: DA c6 bao cao vé mot vai tnrérng hop bj hoai tir t& bao gan, viém gan, vang da (r mét.
Co: Pau oo, viém gan {gan gét) va md bao quanh. Cé mt vai trung hop bi dirt gan, dac
bigt 1 & ngueri cao tudi khi dung phéi hep véi corticosteroid.
Tiét nigu - sinh dyc: C6 tinh thé nigu khi nuwéc tidu kidm tfnh, déi ra mau, suy than cip, vidm
thanks.
Khac: Nhay cam véi dnh séing khi phoi néng, phii thanh quéan hodc phit phdi, kht théy, co
thét phé quan.

Thiéng bdo ngay cho bdc sy hojic dirge sy nhimg phan tmy c6 hal gip phéi
khi sirdung thubc

13. Qué l1du va cach xirtri:
Khong c6 thubc gidi dc déc hiéu. Bidu tr trigu chirng va hé trg.
14, Bigctinh duge Iwe hoc:
Ciprofloxacin 1a thudc khang sinh ban tdng hgp, c6 phd khang khuéin réng, thudc nhém
quinelon, cdn duoc goila cac chit ire ché DNAgyrase, Do (¢ ché enzym DNA gyrase, nén
thudc ngén sir sao chép clia chromesom Kkhién cho vi khudn khéng sinh san duwge nhanh
chéng. Giprofloxacin c6 téc dung tht véi cdc vi khuin khang lai khédng sinh thudc cac nhém
khac {(aminoglycosid, cephalosporin, tefracyclin, penicilin...) va dwrgc coi 12 mt trong
nhizng thubc o6 tac dung manh nhéttrong nhém flucrequinolon.
Phd khéng khudn: Ciprofloxacin o6 phé khing khuln rét réng, bao gdm phan Ién cac mam
bénh guan trong. Phan Ién cac vi khudn Gram am, ké ci Pseudomonas va Enterobacter
d8u nhay cam véri thudc. NGi chung, cde vi khudn Gram dwong (céc chling Enterococeus,
Staphylacoccus, Straptococcus, Listeria monocytogenss...) kém nhay cam hon.
Ciprofioxacin khong o6 tac dyng trén phin ién cée vi khudin ky khi,
15. B4c tinh dwgre ddng hge:
Néng dé t6i da cla ciprofloxacin trong huyét trong sau khi truyén tinh mach trong 30 phut
v lidu 200 mg 14 3- 4 mg/lit.
Nira dévitrong huyét trong 1 khodng 3,5 aén 4,5 gi&r & ngudi bénh co chire nang thin binh
thuerng, thei gian ndly dai hon & nguwdni bénh bj suy than va & nguwdi cac tudi. Thé tich phan
b6 ciia ciprofloxacin rét 16m (2 - 3 litikg thé trong) va do d6, loc mau hay thAm tach méang
byng chi rit di duee mit legng nhd thude. Thude duge phin b rong khdp va c6 ndng dd
cao & nhirng nai bj nhiém khudin (céc dich cor thé, céc mé), nél chung thubc d& ngdm vao
mé. Nang d9 trong md thudmg cao hon ndng a0 trong huyét thanh, dic bigt 13 & cac nhu
ma, co, mét va tuyén tidn ligt. Ndng d treng dich bach huyét va dich ngoai bao cing gén
bing ndng a6 trong huyét thanh. Ndng a6 thuic trang medc bot, nwdre mii, dérm, dich &
bung, da, sun va xwong tuy ¢b thap hon, nhing vlin & mae 46 thich herp. Néu mang néo
binh thurdvng, th! ndng a6 thubc trong dich n&o tiy chi bing 10% ndng 46 trong huyét
trang; nhung khi mang nac bj viém, th thude ngdm qua nhigu hon. Ciprofloxacin di qua
nhau thai va bai tiét qua sra me, trong mat ciing c6 ndng 46 thuéc cao.
Khodng 75% lidu tiém 1inh mach dao thai dwdi dang khong adi qua nudc tidu va 15% theo
phén. Céc dwdng dao thai khac 12 chuyén héa & gan, bai xuit qua mét va thii qua niém
mac vao treng lang rudt (Gay la co ché do thai bu trir & ngurdri bénh b] suy than naing).
Thudc duge dao thai héttrong viong 24 giér.
18. Quy cach déng go6i: Hop 11020 mi.
17. Didu kign bdo quan, han ding, ti8u chun chét irgmg thuéc:
Béo quan: Dudi 30 °C, tréinh anh sang, tranh dtng lanh.
Han diing: 24 thang ké t ngay sdn xuét
Tiéu chudn chit ligmg; TCCS
18, Tén, dja chi clia co 8& san xult:
CONG TY CP DUQIC PHAM TRUNG ONG | PHARBACO
Bia chi: 160 Ton Bire Théng - BAngBa - Ha NGi-Vigt Nam
Bignthogi: (84 -4)38454561, (84 -4) 38454562 Fax: (84 -4) 38237460
Sédn xuéttai: Thanh Xuan - S6¢ Som- HaNGi - VigtNam B32P -01



