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Rx Prescription drug

C I P OG I P 500 Each film coated tablet contains:

Ciprofloxacin Hydrochlaride
L. .. Tab Ie_ts equivalent to Ciprofloxacin 500mg
Ciprofloxacin fim coated fablet 500mg
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Manufaciured in Bangladesh by:
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Incepta Pharmaceuticals Ltd.

Dewan |dris Road, Zirabo, Savar, Dhaka, Bangladesh
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C I POGIP 500 Mdi vién nén bao phim cé chira: - '§!

Ciprofioxacin Hydrochlorid % gl

L Tab lets twong drong Ciprofloxacin 500mg E]
Vién nén bao ohim Ciprafloxacin 500mg 1 Bl
| 1B

gl

San xudt tai Bangladesh béi:

Incepta Pharmaceuticals Ltd.
DOewan |dis Road, Zirabo, Savar, Dhaka, Bangladesh

Tablets

CIPOGIP 500

Ry

H$p 2 vi x 10 vién

Lieu luvong: Theo chi dan cua thay thuao
Chi dinh, chéng chi dinh, than trong,
tac dung ngoai y cac thang tin khaao: VB e

Xin xa he 3 ] s
Bao quan: B 1 300 M | ddimmiyyyy
— Tiéu chuan: LUSF 38 Exp Date gl ddimmiyyyy




Rx_ Thubc ban theo don
CIPOGIP 500 Tablet
(Vién nén bao phim ciprofloxacin 500 mg)
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CANH BAO PAC BIET:

Thudc chi dimg theo don ciia bdc sy,

Doc kj hieéng dén sie dung trueée khi ding.
Néu can thém théng tin xin héi Y kién bdc sp.
Khéng diing qud liéu da dugc chi dinh
Thong bdo cho bdc sy nhitng tdc dung khéng mong muén gap phdi khi stc dung thuéc.
Khéng sir dung thude dd qud han ding.
Dé thubc ngodi tdm vdi cila tré em.

THANH PHAN: \
M&i vién nén bao phim ¢6 chira:

Hoat chdt: Ciprofloxacin hydroclorid tuong duong ciprofloxacin........ceeeveeeeicrnnnnens 500 mg
Td duge: Tinh bot ngd, cellulose vi tinh thé (Avicel PH 101), natri starch glycolat, colloidal
silicon dioxid (Aerosil 200), magnesi stearat, hydroxypropyl methyl cellulose 15 cps,
hydroxypropyl methyl cellulose 5 cps, titan dioxid, propylen glycol, talc tinh ché, nudc tinh khiét
(bay hoi trong qua trinh san xuét, khong tham gia vao thanh phan cudi cua vién).

DUQC LUC HQC:

Ciprofloxacin 1a mot khang sinh ban tdng hop, ¢6 phd khéng khuin réng, thudc nhém quinolon,
con duge goi 13 c4c chét te ché DNA girase. Do tic ché enzym DNA girase, nén thudc ngin su
sao chép ctia chromosom khién cho vi khudn khong sinh san duoc nhanh chéng. Do co ché tic
dong dic hidu nay, ciprofloxacin khdng bi dé khang song song véi céc khang sinh khac khéng
thudc nhém trc ché men gynase.

Ciprofloxacin ¢6 tac dung tét v6i cac vi khudn khéng lai khang sinh thudc cdc nhém khac
(aminoglycosid, cephalosporin, tetracyclin, penicilin...)

Phé khdng khudn:

Cdc vi khudn sau duwoc xem 1d cé nhay cdm:

E. coli, Shigella, Salmonella, Citrobacter, Klebsiella, FEnterobacter, Senatia, Hafnia,
Edwardsiell, Proteus (indol duong tinh va indol 4m tinh), Providencia, Morganella, Yersinia,
Vibrio, Aeromonas, Plesiomonas, Pasteurella, Haemophilus, Campylobacter, Pseudomonas,
Legionella, Neisseria, Moraxella, Branhameua, Acinetobacter, Brucella, Staphylococcus,
Listeria, Corynebacterium, Chlamydia.

Cdc vi khudn sau biéu thi mirc dé nhay cam khéc nhau:

Gardnerella, Flavobacterium. Alcaligenes, Streptococcus agalactiae, Streptococcus faecalis,
Streptococcus pyogenes, Streptococcus pneumomae, Streptococcus viridans. Mycoplasma
hominis, Mycobacterium tuberculosis va Mycobacterium fortuitum.

Cdc vi khudn sau thieong dé khdng:

Enterococcus faecium, Ureaplasma urealyticum, Nocardia asteroides.

Vé6i mot vai ngoai 18, cic vi khudn yém khi c6 @6 nhay cam tir vira phai (Peprococcus,
Peptostreptococcus) dén dé khang (Bacteriodes).

Ciprofloxacin khong c6 hiéu luc khang Treponema pallidium.

DUQC PONG HOC:




Ciprofloxacin hdp thu nhanh va d& dang & &ng tiéu hoa. Khi ¢é thire an va cée thude chdng toan,
hép thu thude bi chim lai nhung khéng bi anh hudng mét cach déng ké. Sau khi udng, ndng do
tb1 da cila ciprofloxacin trong mau xuét hién sau 1 - 2 gid v6i kha dung sinh hoc tuyét dbi 1a 70 -
80%. V&i lidu 250 mg (cho ngudi bénh ning 70 kg), ndng d6 t6i da trung binh trong huyét thanh
1a vao khoang 1,2 mg/lit. Ndng d6 tdi da trung binh trong huyér thanh tmg véi cée lidu 500 mg,
750 mg, 1000 mg 14 2,4 mg/lit, 4,3 mg/lit va 5,4 mg/lit.

Ntra doi trong huyét tzong 1a khoang 3,5 dén 4.5 giv & ngudi bénh ¢6 chite ning thin binh
thudng, thoi gian nay dai hon & ngudi bénh bi suy thin va & ngudi cao tudi. Duge ddng hoc clia
thudc khdng thay doi dang ké & ngudi bénh méic bénh nhay nhét.

Thé tich phan b cta ciprofloxacin rat 1on (2 - 3 lit’kg thé trong) va do d6, loc mau hay tham
tach mang bung chi rat di dirge mot lugng nhd thubc. Thube duge phan bd réng khip va ¢ ndng
d6 cao & nhimg noi bi nhifm khufn (c4c dich co thé, cdc mb), ndi chung thudc d& ngidm vao mé.
Néng d6 trong md thudmg cao hon ndng do trong huyét thanh, dac biét la & cac nhu mg, co, mat
va tuyén tidn 1iét. Ndng dé trong dich bach huyét va dich ngoai bao cling gin bing ndng do trong
huyét thanh. Nong d6 thube trong nuée bot, nude mii, dom, dich 5 bung, da, sun va xuong tuy
¢6 thip hon, nhung vin & mirc d6 thich hop. Néu mang nfo binh thudng, thi ndéng d6 thude trong
dich néo tiy chi bing 10% ndng d6 trong huyét twrong; nhung khi mang nfo bi viém, thi thube
ngAm qua nhiéu hon. Ciprofloxacin di qua nbau thai v bai tiét qua sita me. Trong mat cling ¢
ndng dé thude cao.

Khoang 40 - 50% lidu ubng dao thai dudi dang khong ddi qua nude tiéu nhe loc & cu thin va
bai tiét & dng than. Khoing 75% lidu tiém tinh mach dao thai dudi dang khéng dbi qua nude tidu
va 15% theo phéan. Hai gi& dAu tién sau khi ung lidu 250 mg, ndng 46 ciprofloxacin trong nuée
tidu c6 thé dat toi trén 200 mg/lit va sau 8 - 12 gidr 14 30 mg/lit. Cdc duong dao thai khac 1a
chuyén héa & gan, bai xudt qua mét, va thai qua niém mac vio trong long rudt (day 1a co ché dao
thai bi trir & ngudi bénh bi suy than ning). Thube duoe dio thai hét trong vong 24 gi&r. é

CHI DINH: i
Ciprofloxacin duge ding trong cic trudong hop nhim khudn ning gy ra do cic vi khuan nhay
cam trong nhiing trudng hop sau:

Nhiém khuin dwong ho hip: trong cic truong hop viém phdi do phé ciu (Preumococcus) &
bénh nhan ngoai trd, khong nén ding ciprofloxacin nhu 13 mét thude diu tay. Tuy nhién,
ciprofloxacin ¢6 thé duoc ding trong trudng hop vidm phéi do Klebsiella, Enterobacter, proteus
mirabilis, Pseudomonas, Haemophilus, Branhamella, Legionella va Staphylococcus.

Nhiém khuiin tai gifta (viém tai gifta) va cdc xoang (viém xoang), dic biét nguyén nhan do vi
khuan gram am ké ca Pseudomonas hay Staphylococcus.

Nhiém khuén thin va/hodc dwong tiét niéu do Escherichia coli, Klebsiella pneumoniae,

Enterobacter cloacae, Serratia marcescens, Proteus mirabilis, Providencia retigeri, Morganelia
morganii, Citrobacter diversus, Citrobacter freundii, Pseudomonas aeruginosa, Staphylococcus
epidermidis va Streptococcus faecalis.

Nhiém khuin co quan sinh duc: k& ca bénh 14u, viém phin phu, viém tién liét tuyén.

Nhiém khuin é bung (nhu nhidm khuin duong tidu héa, dudng mét, viém phiic mac)

Nhiém Kkhuén da va mé mém do Escherichia coli, Klebsiella pneumoniae, Enterobacter
cloacae, Proteus mirabilis, Proteus vulgaris, Providencia stuartii, Morganella morganii,
Citrobacter freundii, Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus
epidermidis va Streptococcus pyogenes.

Nhiém khuan xuong khop.

Nhiém khuén huyét.



Nhiém khuin hodc ¢ nguy co nhiém khuin (dw phong) trén bénh nhan c6 hé mién dich suy

yéu (nhu bénh nhan bi suy giam mién dich hodc c6 tinh trang giam bach céu)

Nhiém khudn rut trén bénh nhan suy giam mién dich.

LIEU LUQNG VA CACH DUNG:

Cach dung:

Thubc dung dudng ubng. Ding theo su chi din ciia bac si didu tri.

Mubn thube hép thu nhanh, nén udng thubc 2 gidr sau bita an. Ngudi bénh cin durge din ubng

nhiéu nude va khong udng thude chéng acid da day trong vong 2 gitr sau khi ubng thude.

Thoi gian diéu tri ciprofloxacin tuy thude vao loai nhiém khuén va mirc d6 ning nhe cta bénh va

cén duge x4c dinh tity theo dép tmg 14m sang va vi sinh vt ctia ngudi bénh. Véi da sé nhidm

khuén, viéc didu tri can tiép tuc it nhat 48 gio sau khi ngudi bénh khéng con triéu chimg. Thoi

gian diéu trj thuomg 1a 1 - 2 tudn, nhung v6i cac nhim khudn nang hodc ¢ bién chimg, ¢6 thé

phai diéu tri dai ngay hon.

Didu tri ciprofloxacin ¢6 thé can phai tiép tuc trong 4 - 6 tudn hodc 14u hon trong cdc nhidm

khudn xuong va khép hay subt toan bd giai doan giam bach ciu cia bénh nhan bi giam stc dé

khang. Ia chay nhiém khuin thudng diéu tri trong 3 - 7 ngay hoic ¢6 thé ngin hon. Piéu tri nén

tién hanh t6i thiéu 10 ngay trong nhidm khuén do Streptococcus vi nguy co xay ra bién chimg

mudn. Nhiém khuan do Chlamydia nén diéu tri ti thiéu 10 ngay.

Liéu théng thudng:

Nguoi Ién: s

Nhiém khuén ho hép: thy do trAm trong va vi khuén: 250-500 mg/lin x 2 1An/ngay. i"'/d/

Nhiém khuén tiét niéu:

- Cép, khong bién ching: 125 mg/lan x 2 1An/ngdy dén 250mg/lan x 2 1an/ngay

- Viém bang quang & phu nit (tién man kinh): liéu duy nhit 250mg

- Bién chimg: 250-500 mg/lan x 2 1an/ngay

- Trong nhiém khuén tiét niéu do Chlamydia, néu cén, nén ting liéu hing ngay 1én dén 750 mg/
1an x 2 14n/ngay.

Lau:

- Ngoai co quan sinh duc: 125 mg/lan x2 1an/ngay

- Cép, khong bién chimg: lidu duy nhit 250 mg.

Nhiém khudn khdc: 500 mg 14n x 2 1an/ngay

Nhiém khuén tram trong, de doa tinh mang, nhu: Streptococcal pneumonia, nhiém khuin téi

phét trong xo nang, nhiém khudn xuong va khép, nhiém khuén huyét, viém phtic mac, dac biét

khi ¢6 su hién dién cta Pseudomonas, Staphylococcus hay Streptococcus: 750 mg/lan x 2

1An/ngay.

Ghi chi: Vi nhing lidu dudi 500 mg, xin tham khao céc dang ché phdm vién nén 100 mg, 150

mg, 200 mg, 300 mg, 400 mg khac cia ciing loai hoat chit ciprofloxacin.

Bénh nhdén réi loai chitc ndng gan va thén:

Cin phai giam liéu & ngudi bi suy giam chirc ning than hay chirc ning gan. Trong trudng hop

ngudi bi suy chirc ning than, néu ding lidu thip thi khéng cin giam lidu; néu dung liéu cao thi

phai didu chinh liéu dya vao do thanh thai creatinin, hoic ndng do creatinin trong huyét thanh.

.\ \

Do thanh thai creatinin | Creatinin huyét thanh

L-}\ d\ . - d.o}\ h«, h
(mU/phit/1,73 m’) (micromol/lit) 1cu dung go1y dicu chin

31-60 120-170 Liéu 750 mg/lan x 2 lan/ngdy nén giam
xudng con: 500 mg/lan x 2 1an/ngay




<31 > 175 Liéu = 500 mg/lan x 2 lan/ngay nén giam
xubng con: 500 mg/lin x 1 An/ngay

Bénh nhan lén tuéi:

Nén diing lidu cing thip cing t6t, ity theo @b trim trong clia bénh va dd thanh thai creatinin.

Tré duci 18 tudi:

Khéong kluyén cdo do céde thire nghiém trén stc vat cho thiy khéng thé loai trir hoan toan nguy
co tdn thuong sun khép ctia nhitng co thé chira phat trién hoan toan vé kich thude.

CHONG CHIi PINH

Ngudi 6 tién sir qui min voi ciprofloxacin va cic thude lién quan nhu acid nalidixic va céc
quinolon khdc hay bét ky thanh phin nao cua thube.

Khéng dung cho phu nit mang thai hodc cho con b,

KHUYEN CAO VA THAN TRONG

Cin thén trong khi ding ciprofloxacin dbi véi ngudi ¢6 tién sir dong kinh hay 1i loan hé thin
kinh trung uong, ngudi bi suy chitc ning gan hay chiic ning than, ngudi bénh thidu glucose 6
phosphate dehydrogenase, nguoi b1 bénh nhuge co.

Ding ciprofloxacin dai ngay 6 thé lam céc vi khudn khéng nhay cam v6i thude phat trién qud
mue. Nhét thiét phai theo ddi ngudi bénh va 1am khang sinh dd thudng xuyén dé cé bién phap
didu tri thich hop theo khang sinh db.

Ciprofloxacin c6 thé 1am cho cdc xét nghiém vi khuin Mycobacterium tuberculosis bi Am tinh.
Khéng khuyén céo ding ciprofloxacin cho tré nhd va tré dang 16n (trén thuc nghiém, thude c6
gy thodi hda sun & cac khop chiu trong luc).

TAC DUNG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Ciprofloxacin c¢é thé giy hoa méit chéng mat, ddu 6¢ quay cudng, anh hudng dén viée didu khién
xe ¢d hay van hanh mdy méc. Ngay ca khi ding thube theo ding huéng din, thude vin c6 thé
anh hudng 1én tde d6 phan xa. Anh hudng cang nhidu hon khi dang thude cling véi rirgu.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Liic cé thai: Khong khuyén cdo ding ciprofloxacin cho ngudi mang thai, trir nhitng trirdng hop
nhiém khudn nang ma khéng c6 khang sinh khéc thay thé, budc phai ding téi fluoroquinolon.
Liic nuéi con ba: Khong dung ciprofloxacin cho ngudi cho con bu, vi ciprofloxacin tich lai o
trong sira va c6 thé dat dén nong @5 c6 thé giy tic hai cho tré. Néu me bude phai ding
ciprofloxacin thi phai ngimg cho con ba.

TUONG TAC THUOC:

Dung ddng thdi cdc thubce chéng viém khong steroid (ibuprofen, indomethacin...) s& lam ting
tac dung phu cua ciprofloxacin.
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Dimng ddng thoi thube chdng toan ¢4 nhdém va magnesi s& lam gidm ndng dd trong huyét thanh
va giam kha dung sinh hoc ciia ciprofloxacin, Khéng nén ubng ddng thai ciprofloxacin véi cac
thudc chdng toan, cAn udng thude xa nhau (nén udng thube chéng toan 2 — 4 gidr trude khi udng
ciprofloxacin) tuy cach nay cling khong giai quyét triét dé duoe vén dé.

D6 hip thu ciprofloxacin ¢6 thé bi giam di mot nira néu ding ddng thi mot sb thube giy doc té
bao (cyclophosphamid, vincristin, doxorubicin, cytosin arabinosid, mitozantron).

Néu ding ddng théi didanosin, thi ndng d6 ciprofloxacin bi giam di déng ké. Nén udng
ciprofloxacin trude khi ding didanosin 2 gior hode sau khi dung didanosin 6 gio.

Céc ché phidm c6 sit (fumarat, gluconat, sulfat) 1am giam dang k& su hép thu ciprofloxacin &
rudt. Céc ché phim ¢6 k&m anh hudng it hon. Tranh ding ddng thoi ciprofloxacin véi cic ché
pham c6 sit hogc k&m hay ubng céc thir thude niy cing xa nhau cang tét.



Ubng ddng thoi sucralfat s& 1am giam hép thu ciprofloxacin mét cach déng ké&. Nén cho ubng
khéng sinh 2 — 6 gi& trude khi udng sucralfat.

Ubng ciprofloxacin dong thoi véi theophylin ¢6 thé lam ting ndng d6 theophylin trong huyét
thanh, gdy ra cac tic dung phu cla theophylin. Can kiém tra ndng do theophylin trong mau, va
c6 thé giam liéu theophylin néu budc phai dung 2 loai thudc.

Ciprofloxacin va ciclosporin dung ddng thoi ¢6 thé gdy tang nhat thoi creatinin huyét thanh. Nén
kiém tra creatinin huyét mdi tudn 2 I4n.

Probenecid lam giam murc loc cdu thin va giam bai tiét & dng than, do d6 lam giam dao thai
thube qua nude tidu.

Warfarin phdi hop véi ciprofloxacin c¢6 thé giy ha prothrombin. Can kiém tra thudong xuyén
prothrombin huyét va didu chinh liéu thudc chéng dong mau.

TAC DUNG KHONG MONG MUON (ADR)

Noi chung, ciprofloxacin dung nap tét. Tac dung phu cua thude chu yéu la 1én da day - rudt, thén
kinh trung vong va da.

Thuong gdp, ADR > 1/100

Tiéu héa: Budn ndn, ndn, ia chay, dau bung.

Chuyén héa: Tang tam thoi ndng do cac transaminase.

It gap, 1/1000 < ADR < 1/100

Toan than: Nhirc dau, sét do thude.

Méu: Ting bach cdu ua eosin, giam bach cau lympho, giam bach ciu da nhan, thiéu méau, giam
tiéu cau.

Tim - mach: Nhip tim nhanh.

Thén kinh trung wong: Kich dong. [
Tiéu héa: Réi loan tiéu hoa.

Da: Néi ban, ngtra, viém tinh mach ndng.

Chuyén héa: Tang tam thoi creatinin, bilirubin va phosphatase kiém trong mau.
Co xuong: Pau & céc khop, sung khap.

Hiém gap, ADR < 1/1000

Toan than: Phan img phéan vé hodc dang phan vé.

Méu: Thiéu mau tan mau, tang bach cau, tang tiéu ciu, thay dbi ndng do prothrombin.

Than kinh trung wong: Con co giat, 14 14n, rdi loan tdm thin, hoang tudng, mét ng, trdm cam,
loan cam ngoai vi, ri loan thi gidc ké ca ao giac, ri loan thinh gidc, U tai, réi loan vi gidc va
khtru giac, ting ap luc ndi so.

Tiéu hoa: Viém dai trang mang gia.

Da: Hoi chimg da - niém mac, viém mach, hoi ching Lyell, ban d6 da thanh nét, ban d6 da dang
tiét dich.

Gan: Pi ¢6 bao cdo vé mdt vai trudng hop bi hoai tir t bao gan, viém gan, vang da & mat.

Co: Dau co, viém gan (gén got) va mo bao quanh. C6 mdt vai trudng hop bi dit gan, dac biét 1a
& ngudi cao tudi khi dung phéi hop véi corticosteroid.

Tiét niéu - sinh duc: C6 tinh thé niéu khi nude tiéu kidm tinh, dai ra méu, suy than cip, viém
than k&.

Khéc: Nhay cam véi anh sang khi phoi néng, phtl thanh quan hoic phtt phdi, khé thd, co thit phé
quan.

Hudng din cdch xir tri ADR

Dé tranh c6 tinh thé nidu, can duy tri du lugng nude ubng vao, tranh 1am nude tidu qua kidm.

Wi



Néu bi ia chay ning va kéo dai trong va sau khi diéu tri, ngudi bénh c6 thé da bi rdi loan ning &
rudt (viém dai trang mang gia). Cin ngimg ciprofloxacin va thay bing mot khang sinh khac thich
hop (vi du vancomycin).

Néu c6 bét ky ddu hidu nao vé tac dung phu can ngimg ding ciprofloxacin va ngudi bénh cén
phai dugc diéu tri tai mot co s& y té& mic di céc tic dung phu ndy thudng nhe hodc vira va sé
mau hét khi nglmg diing ciprofloxacin.

QUA LIEU:

Khéng c6 thude giai doc dic hidu cho qué liéu ciprofloxacin.

C6 thé xem xét dé 4p dung nhimg bién phdp sau: gdy nén, rira da day, loi nidu. Can theo doi

nguéi bénh cén than va diéu tri h3 trg triryén bu du dich).
TIEU CHUAN CHAT LUQNG: USP 38 ) )
HAN DUNG: ra (7

05 nam ké tir ngay san xudt.
S6 16 sén xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date) xin xem trén nhan
hop va vi.

BAO QUAN:

Bao quan & nhiét do dudi 30°C.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop chira 02 vi x 10 vién.

San xuét tai Bangladesh boi:
INCEPTA PHARMACEUTICALS LTD.
Dewan Idris Road, Zirabo, Savar, Dhaka, Bangladesh.

TUQ. CUC TRUONG
P.TRUONG PHONG
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