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Ciprofloxacin
Vién nén bao phim
1. Thanh phin
Méivién nén bao phim chira:
Hogt chit: Ciprofloxacin hydraclorid tuang duwrong ciprofloxacin 500 mg
Td duwre: Croscarmellose natri, povidon K30, pregelatinized starch, celiulose vi tinh thé 102, magnesi stearat, silic dioxyd, opadry

white
2. M8t sadn phdm HN/\‘
Ciprofloxacin hydroclorid, 1-cyclopropyl-6-fluoro-1,4-dihydro-4-oxo-7-(1-piperazinyi)-3-quinoline carboxylic acid, K/

monohydroclorid, monohydrat, 1a mét khang sinh thuéc nhém fluoroquinolon. Céng thirc phan tiria C,H,,FN,0,.HCLH,0, va phan
ty Iuo’nilé 385,82. Cong thirc ciutao:
GLOCIP® 500 durge bao ché durdi dang vién nén bao phim diung dé udng chira ciprofloxacin hydroclorid. DAy J3 vién nén bao phim OH
mau trang, dai, mdt mit cé khic chir GLM, mdt mit cé khdc gach ngang va chir CIP 500. M8i vién nén bao phim chira ciprofloxacin F
hydreclorid turong dueng 500 mg ciprofloxacin.
3. Dwochychoe va dugecddng hoe
Dirgre lirc hoe
Ciprofloxacin |3 thudc khang sinh ban téng hgp, co phd khang khuin réng, thudc nhém guinolon. Ciprofloxacin tac ddng béing cach rc ché enzym DNA girase nén ngan cin sy sao chép chromosom, khién vi khudn khéng sinh san
duge.
Ciprofloxacin ¢4 tac dung t8t vdi cdcvi khudn khang lgi khang sinh thudc cdc nhdm khac (aminoglycosid, cephalosporin, tetracyclin, penicilin...}.
Ph&khdng khuin:
Vikhuin Gram dm hiéu khi, k€ ci Pseudomonas va Enterobacter d8u nhay cAm vdithubc.
Cécvi khudn gy bénh duding rudt nhu Salmonella, Shigella, Yersing va Vibrio cholerae thuding nhay ¢dm cao véi thude.
Vikhuin giy bénh durdng hd hdp nhu Haemophilus va Legionelia thuwding nhay cAm, Mycoplasma va Chiamydia chi nhay cdm vira phdivdithube.
Neisseria thuéng rit nhay cdm vdi thudc.
Vikhuin Gram duong hiéu khi {cac chung Enterococcus, Staphylococcus, Streptocaccus, Listeria monocytogenes... J kém nhay cam hon.
Ciprofloxacin khong co tac dyng trén phin Ién cac vi khudn ky khi.
Ciprofioxacin vin ¢4 tac dung cao ddi v&i Salmoenelio typhi (100%), Shigella flexneri {160%). Cc vi khufn dang ting khdng ciprofloxacin gdm ¢ Staphylococcus aureus khing ciprofloxacin voi ti 1é 20,6%, Escherichia coli khing
ciprofloxacin vdi ti 1é 27,8% va S. pneumoniae khang ciprofloxacin véi ti [& 30%.
Durgredéng hoc
Ciprofloxacin hdp thu nhanh va d& dang qua dudng tiéu hoa, Thire §n ¢6 thé 1am chim hdp thy thudc nhung khdng déng ké. Sinh kha dung dudng ubng khodng 70% va ndng d4 dinh trong huyét tuong khodng 2,5 microgram/mi
dat dugctrong vong 1-2 gidr sau khi udng mét lieu 500 mg. Nira doi trong huyét trrong khodng 3,5 - 4,5 gidy. Thovi glan ndy dai hon & ngudri suy than va ngudi gia.
Kho#ng 20-40% ciprofloxacin gén két vdi protein huyét tuang. Thude dugc phin b rong khip co'thé va tham nhap tdt vao cée mé. NBng dd thudc trong md thurding cao hon ndng dd trong huyét trong, dic biét & tuyén tign ligt.
Ciprofloxacin hién dién dugi dang cd hoat tinh trong nurdre bet, nuwrére mili va dich tiét phé quan, mang nhiy cac xoang, dm, dich 8 bung, m3t va dich tiét tuyén tign liét. Ciprofloxacin con dugre tim thiy & phéi, da, md, co, syn, va
xurong. Thude qua dugc dich ndo tiy, nhung nbng 86 thudc chi bing 10% ndng 46 trong huyst turong trong trwbmg hop mang ndo bj viem. Ciprofloxacin di qua nhau thai va hign dién trong sifa me. Thudc dat ndng d¢ cao trong
mit.
Khodng 40 - 50% li2u udng dugc dio thii dudi dang khdng déi qua nude tiéu nhe Ige & chu than va bai tiét chi dong & 6ng than, khodng 15% bai tiét dudi dang chuyén hda. Ngodi ra, ciprofloxacin con dugc thai trir theo con
duirng chuyén héa & gan, bai xuat gua mat, va thai qua niém mac vago trong long rudt. Thudc durgc dlo thai hét trong vong 24 gidr.
4.Chidinh
- Digutricacnhim khusn cé bién chirng va khéng bién chirng do cic banh nguyén nhay cadm véi ciprofioxacin gy ratrén dudmg hd hap, tai gilra vi cdc xoang, mit, thin, co quan sinh dyc k& cd bénh l3u, 8 byng (nhu nhiém
khudn dudngtiéu hoa hay dudmg méat, viém phic mac), da vamo m2m, xwong khép, khoang miéng va ring; nhiémkhudn san phy khoa, nhiém khugdn huyét.
- Dyphdngbénh viém mang n3o ciu khugn va nhidm khuin & ngurdi suy gidm mién dich, dyr phong nhidm triing do phiu thuét.
- Nhi@mkhudn dutngtiét niéu phirctap.
- Nhi@mkhudndudngtiét niéukhéng phirctap
Do khéng sinh fluoroquinolon, trong d6 ¢é GLOCIP®500 lisn quan dén phin tng cbhai nghiém trong {xem muc Cdnh bao va thjn trong) va nhigm khudn duemg tiét nigu khdng phirc tap & métsd bénh nhan 6 the ty khdi,
chi nén str dung GLOCIP®500 cho nhing b&nh nh4n khang ¢ lyra chon dilu tri khac thay thé.,
- Dgtnhidm khudn cip chaviem phé€ quin man tinh
Do khang sinh fluoroquinolon, trong 46 ¢6 GLOCIF®S00 lién quan d&n phan tng ¢é hai nghiém trong (xem muc Canh bao va than trong) va dgt nhidm khudn cip cha viem phé& quin man tinh & mét s6 bénh nhan cé thé ty
khdi, chi nén sir dung GLOCIP®500 cho nhirng béanh nhin khang cé lua chon didu trj khdc thay thé.
- Viémxoang cdp tinh dovi khudn
Do khéng sinh fluoroguinolon, trong dé ¢ GLOCIP®S00 lign quan dén phan ing cd hai nghidm trong {xem muc Canh bao va than trong) va viém xoang cap tinh do vi khudn & mét s& bénh nhan c6 thé tu khi, chinén sir
dung GLOCIP®500 cho nhifng bénh nhan khang cé va chen digu trikhidc thay th.
5. Liéu diing va cach ding
Ngudilon
- CdcnhiBmkhusn trén dudng hé hip, tai gitka va cac xoang, mit, than, 8 bung, da v mémaém, xuong khdp, khoang migng va ring; nhidm khuan sn phy khoa: 1vién/fan x 2 l3n/ngay.
- Dy phongnhiém khudn: 1vién/lan x 2 lan/ngay.
- Bénhldukhdng bi€n chirng: 1 viéniigu duy nhat/ngay.
- Cacnhi@mkhudn ndng nhu nhiém khudn huyét, viém tly xwong: udng 1-1,5 vién/ 13n x 2 [an/ngay.
Nhi&ém khudn dudrng tiét nidu phirc tap: 1 vién/lan x 2 [an/ngay
- Nhi&m khudn dudng tiét nidu khbng phirc tap: % vién/ian x 2 1in/ngay.
- Dgtnhi@m khuin cAp chaviém phé€ quan man tinh: 1vién/l3n x 2 [an/ngay.
Viém xoang cap tinh do vi khudn: 1vién/ [anx 2 [an/ngay.
Bénh nhan suy than va suy gan: Cin phai gidm lidu & ngudi bj suy giam chirc ndng than hay chirc nding gan. Trong trudrng hop ngudi bi suy chire ning thin, néu diing ligu thap thi khéng can gidm liéu; néu dung liéu cao thi phai
digu chinh lidu dy'a vao d6 thanh thai creatinin.
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D3 thanh thai creatinin {ml/phit/1,73 m’} Lidu diing

31-60 (creatinin huyét thanh: 120 - 170 S00 mg/ 1an, ngay 2 l5n.
micromol/lit)

£ 30 (creatinin huyét thanh: > 175 500 mg/ (3n, ngay 1 lan,
micromol/lit)

Lidu phap GLoc1P¥s00 lién tuc 7 ngay trong digu tri nhim khusin than va dudmg tidu. B8i véi nhidm khudn do lign cdu nhay cdm, théi gian digu tri t8i thidu 10 ngay. Thei gian didu tri cho nhirng nhiém khudn khéc tir 7 dén 14
ngay. Viém tdy xuong dugc didu tritrong 2 thang.
Nén diBu tri ti€p tycit nhat 72 gier sau khi ¢6 cai thién vé 1dm sang va vé vi khuin hoc.
U&ng thudc vai mot ly nudc day, cd thé udng iic déi hodc no, khdng udng chung véi thudc khang acid ch(ra nhém va magnesi.
6.Chdng chidjnh
8&nh nhan c6tin sty man cdm vdi ciprofloxacin, acid nalidixic va cic quinolon khac.
Phy ni¥ c6 thai hodc dang cho con by, tré em va tré vithanh nién.
7.Cinhbiovathintrong
Céc phan tmg cé hal nghiém trong ¢& kha nang khéng hdi phyc va gdy tan tat, bao gdm vidm gin, it gan, bénh Iy than kinh ngoai bién va cac tac dyng bat lgi trén thn kinh trung wong.
C4c khang sinh nhém fluoroguinolon c6 (i8n quan d&n cac phan (g cé hai nghidém trong cd kha ndng gay tan t3t va khong hBi phyctrén cic hé co'quan khic nhau clia co thé. Cac phan tng nay cd thé xuit hién ddng thdri trén cling
bé&nh ~han. Cic phin ¢ng ¢ hai thuémng duge ghi nhan gdm viem gan, dat gan, dau khdp, dau co, bénh Iy thin kinh ngoai vi va cc téc dung bt I¢i trén hé thing thin kinh trung rong (4o gidc, lo du, trim cdm, mat ngy, dau dau
nangva 10 13n). Cac phan ung nay co thé xdy ra trong vong vai gity d&n vai tulin sau khi sir dyng thudc. 82nh nhan & bat ky tudi ndo hoZc khdng cé y&u t& nguy co tdn tai tir trurére déu 6 thé gdp nhirng phan @ng 6 hai trén.
Ngirng sir dung thudc ngay khi co d3u hidu hodc triéu chitng d3u tién clia bit ky phan ing ¢d hai nghiém trong ndo. Thém vao dé, tranh sir dyung cac khang sinh nhém flueroquinolon cho cic b@nh nhan 83 tirng gdp cac phan iing
nghiém trong lién quan dén fluoroquinclon.
Sir dung than trong & nhitng bénh nhan cé ti&n st ddng kinh, réi loan hé than kinh trung wang, suy gan, suy thin, nhwgce co, thidu hyt glucose-6-phosphat dehydrogenase va ngudi gia.
& nhitng bénh nhan suy than: Didu chinh lidu diavao d6 thanh thai creatinin.
Diing ciprofloxacin dai ngay c6 thé lam cac vi khudn khéng nhay cdm vdri thude phét trién gué mire.
Sirdyng cho tré nhé va tré dang Ién: Vi ciprofloxacin gdy thoai hda cie khdp mang trong lurgng co thé &dbng vt chira trudng thanh, nén dirng thudc théin trong & nhirng bdnh nhén nay.
Str dyng cho phy ni ¢é thal: Chinén dung ciprofloxacin cho nguwdyi mang thal trong nhiing triomg hop nhim khu&n ndng ma khang cé khéng sinh khac thay the, budc phai diing téi fluoroguinolon.
S dung cho phy ni¥ dang cho con bu: Ciprofloxacin bai tidt trong stta me. Do kha nding xdy ra tic dung ngoai y clia ciprofloxacin trén tré b me, nén quyét dinh ngung cho tré bi hodc ngung thudc thy vao tdm quan trong cba
thudc ddi vdi ngudi me.
Anhhu’&ngcua thudc dén khd niing didu khién tau xe va vin hinh méy méc: Clproﬂoxacm cb thé gay chéng mit, nhire d3u, cin than trong khildi xe hodc vin hanh may méc.
8. Téc dyng khdng mong muén
Tréndg déy - ruét: Budn nbn, tiéu chay, non, riloan tiéu hba, dau bung, d3y hoi, chan n, viém daitrang mang gia.
Trénthan kinh trung vong: Chéng mat, nhirc d3u, mét mdi, mdt ngu, kich d8ng, run rdy, réiloan tdm thin, tAng dp lyc ndi so.
Toan thén: Nhirc d3u, sétdo thudc, phan rng phan vé hodic dang phan vé.
Trén da: Ngtra, ndi me day, phi mach, ndi ban do, viém tinh mach néng.
Timmagch: Nhjp tim nhanh,
Chuyén hoa: Tang tam th&i ndng 46 cac transaminase, creatinin, bilirubin v phosphatase kiém trong mau,
Madu: Tang bach ciu wa eosin, gidm bach ciu lympho, thi€u mdu, gidm tiéu cau, thi€u mau tan mau.
Co:Dauco, viemgén.
Tiét nigu: Co tinh the niéu khi nudc tidu kigm tinh, huyét niéu, suy than cip, viém than ké.
Huréng diin cach xiztri ADR
DEé trédnh cd tinh thé nidu, duy tri 40 lirgng nudc ubng vao, tranh [am nudc tidu qua kigm.
Néu bj tiéu chdy n3ng va kéo dai trong va sau khi didu tri, ngudi bénh cé thé d3 bj réi loan ndng & rudt (viém dai traing mang gid). Cin ngirng ciprofloxacin va thay bing mat khidng sinh khéc thich hop (vi dy: vancomycin).
Né&u cd bat ky ddu hiéu ndo vé tac dyng phy cin ngirng dung ciprofloxacin va ngurdi bénh ¢in phai duge didu tri tai mdt co s& y té méc dl cac téc dyng phy nay thudrng nhe hodc vira va s& mau hét khi ngirng dling ciprofloxacin.
Théng bdo cho bic sTnhlimg tic dyng khéng mong muén gip phai khi ding thuéc.
9. Twrerng tc cia thudic véri cac thudc khéic va céc logi tirong tac khic
Céc thu8c khang acid chira nhém va magnesi, ché phdm chira sit v sucralfat lam gidm h&p thu ciprofloxacin. Probenecid ngiin cin bai tiét ciprofloxacin. Thudc khang viém khong steroid c6 thé 1am ting tAc dung phy cla
ciprofloxacin. '
Ciprofloxacin cé thé 1am ting ndng 80 theophylin trong huyét thanh va |am ting tac dyng ch8ng dng mau cha warfarin,
Giatiding thodng qua creatinin huy&t thanh khi dung ddng thei vdi cyclosporin.
10. Qua lidu va xirtri
Tridu chirng: DOc tinh trén than ¢é hdi phuc dugc ghi nhan & mét vai bénh nhan trong trwong hep qualigu cap.
Xortri
- Gayndnho¥criradaday nhim loal thuBcra khai cothé,
- Cantheo d3i ngudi bénhva diu trj hd trg nhu kiém tra chirc ning than, cho udng ch& phdm khang acid chira nhdm, magnesi hay calci d€ 1am gidm hap thu ciproflaxacin. Cin duy tribi dd dich cho bénh nhén,
11. Dang bio ch&va déng gbi
Hap 3 vix 10vién nén bao phim.
Hép 5 vix 10vién nén bao phim.
H@p 10 vix 10 vién nén bao phim.
12, Didu kién bdo quan: DE noi khd rdo, tranh dnh sdng, nhiét 46 khéng qua 30°C.
13.Tiéu chudn chit lwgng: USP
14. Han dung: 36 thang k& tir ngay sdn xust.
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