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Glocip*500 
Ciprofloxacin 

Vién nén bao phim 
1. Thanh phan 

Méivién nén bao phim chira: 
Hoat chat: Ciprofloxacin hydraclorid tuong duong ciprofloxacin 500 mg 

Té duc: Croscarmellose natri, povidon K30, pregelatinized starch, cellulose vi tinh thé 102, magnesi stearat, silic dioxyd, apadry 

white. 

2. M6ta san phdm Hy VY 

Ciprofloxacin hydroclorid, 1-cyclopropyl-6-fluoro-1,4-dihydro-4-oxo-7-(1-piperazinyl)-3-quinoline carboxylic acid, Lo 

monohydroclorid, manohydrat, la mét khang sinh thuéc nhém fluoroquinolon. Céng thirc phan ttr ta C,,H,,FN,O,.HCI.H,O, va phan : Hel . HO 

tirlugngla 385,82. Cong thirc cau tao: | 2 
GLOCIP® 500 duc bao ché durdi dang vién nén bao phim ding dé udng chiva ciprofloxacin hydroclorid. Day Ja vién nén bao phim OH 

mau trang, dai, mét mat co khdc chit GLM, mét mat cd kh4c gach ngang va chit CIP 500. Mai vién nén bao phim chira ciprofloxacin 

hydroclorid tueng duong 500 mg ciprofloxacin. 

3. Duy lye hoc va durgc dong hoc 

Durgclrchoc 

Ciprofloxacin la thudc khang sinh ban téng hgp, co phé khang khuan réng, thuéc nhdm quinolon. Ciprofloxacin tac déng bang cach trc ché enzym DNA girase nén ngan can sy sao chép chromosom, khién vi khudn kh6ng sinh san 

dugc. 

Ciprofloxacin cd tac dung tét voi cacvi khudn khang tai khang sinh thudéc cac nhém khac (aminoglycosid, cephalosporin, tetracyclin, penicilin...}. 

Ph& khang khuan: 
Vikhudn Gram am hiéu khi, ké ca Pseudomonas va Enterobacter d&u nhay cam vai thudc. 

Cacvi khudn gay bénh dudng rudt nhu Salmonella, Shigella, Yersina va Vibrio cholerae thudng nhay cam cao voi thudc. 

Vikhudn gay bénh dung hé hp nhu Haemophilus va Legionella thuong nhay cam, Mycoplasma va Chlamydia chi nhay cam vira phai voi thuéc. 

Neisseria thudng rat nhay cam voi thuéc. 
Vikhudn Gram duong hiéu khi(cac ching Enterococcus, Staphylococcus, Streptococcus, Listeria monocytogenes...] Kem nhay cam hon. 

Ciprofloxacin khéng cé tac dung trén phan Idn cac vi khudn ky khi. 

Ciprofloxacin van cé tac dung cao adi voi Salmonelia typhi (100%), Shigetia flexneri (100%). C4c vi knudn dang tang khang ciprofloxacin gdm cé Staphylococcus aureus khang ciprofloxacin véi ti 1é 20,6%, Escherichia coli khang 

ciprofloxacin véi ti lé 27,8% va 5. pneumoniae khang ciprofloxacin véi tilé 30%. 

Duge déng hoc 

Ciprofloxacin hdp thu nhanh va dé dang qua duéng tiéu hoa. Thirc an co thé lam cham hdp thu thudc nhurng khéng dang ké. Sinh kha dung dudng ung khoang 70% va ndng dé dinh trong huyét tong khoang 2,5 microgram/ml 

dat dugc trong vong 1-2 gid sau khiudng mét liéu 500 mg. Nira ddi trong huyét tong khoang 3,5 -4,5 gid. Thdi glan nay dai hon & ngudi suy than va ngudi gia. 

Khoang 20-40% ciprofloxacin gan két vai protein huyét tong. Thuéc dugc phan bé réng khdp co thé va tham nhap tét vao cdc ma. Nong dé thudc trong md thurang cao hon ndng dé trong huyét tong, dac biét d tuyén tién lidt. 

Ciprofloxacin hién dién dudi dang cé hoat tinh trong nud bot, nudc mili va dich tiét phé quan, mang nh3y cdc xoang, dom, dich 6 bung, mat va dich tiét tuyén tién liét. Ciprofloxacin cdn dugc tim thay & phéi, da, mG, co, sun, va 
xuong. Thuéc qua dug dich nao ty, nhung ndng dé thudc chi bang 10% n3ng d6 trong huyét tuong trong tru’éng hop mang nAo bi viém. Ciprofloxacin di qua nhau thai va hién dién trong sita me. Thudc dat ning dG cao trong 

mat. 

Khoang 40 - 50% liéu udng dug dao thai dudi dang khong ddi qua nud tiéu nha loc & chu than va bai tiét chd déng & dng than, khoang 15% bai tiét dudi dang chuyén héa. Ngoai ra, ciprofloxacin con dug thai trir theo con 

durdng chuyén hda & gan, bai xudt qua mat, va thai qua niém mac vao trong long rudt. Thude dugc dao thai hét trong vong 24 gid. 

4. chidjnh 
-  Bidutricdc nhiém khudn co bién cheng va khéng bin chirng do c4c bénh nguyén nhay cdm véi ciprofloxacin gay ra trén during hé hp, tai gitra va cdc xoang, mat, than, co quan sinh dyc ké ca bénh lau, 6 bung (nhu nhiém 

khugn dudng tiéu héa hay dudng mat, viém phic mac), da va mé mém, xwong khop, khoang miéng va rng; nhiém khudn san phy khoa, nhiém khudn huyét. 

-  Dy'phdng bénh viém mang nao cau khudn va nhiém khuan & ngudi suy giam mién dich, dy phdng nhiém tring do phau thuat. 
- Nhiémkhudn dung tiét niéu phitctap. 
-  Nhiém khudn dudng tiét niéu khéng phirc tap 

Oo khang sinh fluoroquinolon, trong dd cd GLOCIP®so0 lién quan dén phan ima.cé-Aai nghiém trong (xem muc Canh bdo va than trong} va nhiém khudn dung tiét niéu khdng phirc tap & métsé bénh nhan cé thé ty khdi, 

chinén sir dyng GLOCIP"500 cho nhting bénh nhan khéng co Iya chon di8u tri khac thay thé. 

- — Sotnhiém khugn c4p chia viém phé quan man tinh 
Do khang sinh fluoroquinolon, trong ¢6.cé6 GLOCIP®500 lién quan d&n phan tng cé hai nghiém trong (xem myc Canh bao va than trong) va det nhiém khugn cap cla vim phé quan man tinh & mét sé bénh nhan co thé ty 

khdi, chinén str dyng GLOCIP®500 cho nhitng bénh nhan khéng cé Iya chon diéu tri khac thay thé. 

- Viem xoang cp tinh dovikhudn 
Oa khang sinh fluoroquinolon, trong d6 cé GLOCIP®500 Hién quan dén phan wng cé hai nghiém trong {xem myc Canh bao va th4n trong) va viém xoang cap tinh do vi khuan ¢ mét sé bénh nhan co thé ty khdi, chi nén sir 

dung GLOCIP®500 che nhitngbénh nhan khéng co iva chon digu tr hac thay thé. 

5. Liu ding va cach ding 

Newdi lan 

-  Cdenhi&m khudn trén durdng hé hip, tai gitra va cdc xoang, mat, than, 6 bung, dava mém&m, xuong khép, khoang miéng va rang; nhiém khudn san phy khoa: 1 vién/lAn x 2 [an/ngay. 

- Duy phongnhiém khudn: Lvién/ln x 2 [an/ngay. 

- Banh ldukhéng bién chirng: 1 vién Widu duy nhat/ngay. 

-  Cacnhiém khudn nang nhu nhiém khudn huyét, viém tay xvong: udng 1-1,5 vién/ lan x 2 lan/ngay. 
-  Nhiémkhudn dudng tiét niéu phirc tap: 1 vién/lan x 2 an/ngay 

- Nhiémkhudn dung tiét niéu khong phic tap: % vién/lan x 2 [an/ngay. 

-  Dotnhiém khudn cp cia vidm phé quan man tinh: 1vién/lan x 2 ln/ngay. 

- Viém xoang cap tinh do vi khuan: 1 vién/ ln x 2 [an/ngay. 
Bénh nhdn suy than va suy gan: Can phai gidm liéu & ngudi bj suy giam chic nang than hay chic nang gan. Trong trudng hop ngudi bj suy chire nang than, néu ding liéu thdp thi khéng cn gidm liéu; néu dung liéu cao thi phai 

diéu chinh liu dya vao dé thanh thai creatinin. 
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D6 thanh thai creatinin (mi/phut/1,73 m’) Ligu ding 

31-60 (creatinin huyét thanh: 120 - 170 500 mg/ lan, ngay 2 ln. 

micromo!/lit) 

$ 30 (creatinin huyét thanh: > 175 500 meg/ ln, ngay 1 lan. 

micromol/lit) 

Ligu phdp GLOCIP®S©0 lién tuc 7 ngay trong diéu tri nhiém khudn than va dudng tigu. Ddi voi nhi&m khuSn do lién cau nhay cdm, thai gian diéu tri t6i thiéu 10 ngay. Thdi gian digu tri cho nhitng nhiém khudn khac tir 7 dén 14 

ngay. Viem tay xuong duc diéu trj trong 2 thang. 

Nén diéu tr] tiép tuc it nh4t 72 gid sau khi cé cai thién vé \am sang va vé vi khudn hoc. 

U6ng thudc voi mot ly nude day, c6 thé udng itic ddi hod no, khang udng chung vai thudc khang acid chidra nhém va magnesi. 

6. Chéng chi dinh 

Banh nhancétién sty man cadm voi ciprofloxacin, acid nalidixic va cdc quinolon khac. 

Phy nit cé thai hodc dang cho conbu, tré em va tré vj thanh nién. 

7. Canh bdo va than trong 

C4c phan ing cé hai nghiém trong cé kha nang khdng hdi phyc va gay tan tat, bao gdm viém gan, dit gan, bénh ly thn kinh ngoai bién va cac tac ding bat loi trén than kinh trung wong. 
Cac khang sinh nhém fluoroquinolon cé lign quan dén cdc phan tng co hai nghiém trong 6 kha nang gay tan tat va khOng hdi phyctrén cdc hé co’ quan khdc nhau cia co thé. Cac phan ting nay co thé xuat hién ddng thdi trén cling 

bénh nhan. Cac phan ting co hai thudang duge ghi nhan gdm viém gan, dirt gan, dau khép, dau co, bénh ly than kinh ngoai vi va cdc tac dung bat loi trén hé théng than kinh trung wong (40 gidc, lo au, tram cam, mat ngu, dau dau 

nang va Iu lan). Cac phan ung nay co thé xay ra trong vong vai gid dén vai tuan sau khiser dyng thudc. Bénh nhan & bat ky tudi nao hodc khong cd yéu ta nguy co'tSn tai tir trudc déu co thé gap nhing phan cing cé hai trén. 

Netng str dung thudéc ngay khi cé. d4u hiéu hodc triéu ching dau tian cla bat ky phan tng cd hai nghiém trong nao. Thém vao d6, tranh sir dung cdc khang sinh nhém fluoroquinolon cho cdc bénh nhan di tirng gdp cac phan ting 

nghiém trong lién quan én fluoroquinalon. 
Sir dung than trong & nhitng bénh nhan co tién str d6ng kinh, réi loan hé than kinh trung wong, suy gan, suy than, nhugc co, thiéu hyt glucose-6-phosphat dehydrogenase va ngudi gia. 

Onhitng bénh nhan suy than: Didu chinh ligu dya vao dé thanh thai creatinin. 

Ding ciprofloxacin dai ngay cé thé lam cac vi khuan khéng nhay cam voi thudc phat trigén qué mirc. 

Sir dung cho tré nhé va tré dang {dn: Vi ciprofloxacin gay thodi hda cdc knép mang trong lung co thé & déng vat chura tru’dng thanh, nén diing thudc than trong & nhitng bénh nhan nay. 

Str dung cho phy nif cé thal: Chi nén dung ciprofloxacin cho ngudi mang thai trong nhtrng truéng hep nhiém khudn nang ma khdng co khang sinh khac thay thé, budc phai ding tdi fluoroquinolon. 
Sur dyng cho phy nif dang cho con bu: Ciprofloxacin bai tiét trong stra me. Do kha nang xay ra tac dung ngoal y cla ciprofloxacin trén tré bd me, nén quyét dinh ngung cho tré bu hodc ngung thudc tuy vao tam quan trong cba 

thudc déi vdi ngudi me. 

Anhhudng cia thudc dn kha nang diéu khién tau xe va van hanh may méc: Ciprofloxacin c6 thé gay chong mat, nhurc dau, can than trong khildi xe hodc van hanh may moc. 
8. Tac dyng khéng mong muén 

Tréndga day - ruét: Budn nén, ti€u chay, ndn, réi loan tiéu hda, dau byng, day hoi, chan dn, viém dai trang mang gia. 
Trén thin kinh trung wang: Chong mat, nhirc dau, mat mdi, mt ned, kich ddng, run ray, rSi loan tam than, tang ap luc ndi so. 

Toan than: Nhirc dau, s6t do thuéc, phan ng phan vé hoc dang phan vé. 
Trén da: Ngtva, néi mé day, phil mach, néi ban dé, viém tinh mach ndng. 
Tim mech: Nhip tim nhanh. 

Chuyén héa: Tang tam thoi nang 46 cac transaminase, creatinin, bilirubin va phosphatase kiém trong mau. 
Méu: Tang bach cau wa eosin, giam bach cau lympho, thiéu mu, gidmtiéu cau, thiéu m4u tan mau. 

Co: Dau co, viém gan. 

Tiét niéu: Co tinh thé niéu khinuéc tiéu kiém tinh, huyét niéu, suy than cdp, viem than ké. 
Huréng ddncéch xirtri ADR 
Dé trdnh co tinh thé nidu, duy tri dd lugng nudc udng vao, tranh lam nudctiéu qua kiém. 
Néu bj tiéu chdy nang va kéo dai trong va sau khi didu tri, ngudi b@nh cd thé da bj rdi loan nang G rudt (viém dai trang mang gia). Can ngirng ciprofloxacin va thay bang mét khang sinh khac thich hp (vi du: vancomycin). 

Néucé bat ky dau hiéu nao vé tac dung phy can ngirng ding ciprofloxacin va ngudi bénh cin phai duc diéu tri tai mot co'sd y té mac di cac tac dung phy nay thudng nhe hoac via va sé mau hét khi ngteng ding ciprofloxacin. 

Théng bdo cho bac sinhiing tac dung khéng mong muén gap phai khi ding thuéc. 

9. Teong tac cla thudc vei cdc thuéc khdc va cdc logi turong tac khac 
Cac thuéc khang acid chira nhém va magnesi, ché phdm chira st va sucratfat lam giam hap thu ciprofloxacin. Probenecid ngn can bai tiét ciprofloxacin. Thuéc khang viém khéng steroid cé thé lam tang tac dung phy cla 

ciprofloxacin. 

Ciprofloxacin cé thé lam tang ndng d6 theophylin trong huyét thanh va lam tang tac dung ch6ng ddng mau cba warfarin, 

Gia tng thoang qua creatinin huyét thanh khi dung ding thoi véi cyclosporin. 
10. Qua liu va xir tri 

Triéu ching: Bc tinh trén than cé hdi phyc dug ghi nhan & mét vai benh nhan trong tru’dng hep qua liéu cap. 
Xer tri: 

- Gaynénhodcriva da day nhadm loal thuéc ra khdico thé. 
-  Cantheo ddi ngudi bénh va diéu trj hd try nhu kiém tra chirc nang than, cho udng ché phdm khang acid chtra nh6m, magnesi hay calci dé lam gidm hap thu ciprofloxacin. Can duy tri bu dd djch cho bénh nhan. 

11. Dang bao ché va déng gél 
Hép 3 vix 10 vién nén bao phim. 

Hép5 vix 10 vién nén bao phim. 

H6p 10 vix 10 vién nén bao phim. 

12. Diu kién bdo quan: Dé nai khé rao, tranh anh sang, nhiét dé khdng qua 30°C. 

13. Tigu chugn chat lung: USP 
14. Han ding: 36 thang ké tir ngay san xuat. 

THUOC BAN THEO DON 
DE XA TAM TAY CUA TRE EM 

B C KY HU'ONG DAN SU DUNG TRUOT KHI DUNG 
NEU CAN THEM THONG TIN, XIN HOLY KIEN BAC ST 

San xuat bei: CONG TY TNHH DUOC PHAM GLOMED 
Dia chi: S6 35 Dai LO Ty Do, KCN Viét Nam — Singapore, phudng An Phd, thanh phé Thuan An, tinh Binh Duong. 

DT: 0274.3768823; Fax: 0274.3769095 
Abbott = chi s& hiru GLOMED: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L 

TO
A-

8£
0 

https://vnras.com/drug/


