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R Vién nén bao phim Khang sinh phé rong

Dé xa tam tay tré em

Doc Kp hwéng dan sit dung truéc khi dung
Thudc nay chi ding theo don thuéc

Néu can thém thong tin, xin héiy kién bac st

pt)
Thanh phan céng thirc thuéc
Thanh phan hoat chat:
1 vién bao film chira 500 mg ciprofloxacin dudi dang hydrochloride.
Thanh phan ta duge:
L6i vién thudéc: Cellulose microcrystalline, Crospovidone, tinh bét ng6, Magnesium stearate, Silica
colloidal anhydrous.
V6 bao phim: Hypromellose, Macrogol 4000, Titanium dioxide (E171)

Dang bao ché
Vién nén bao phim cé dang hinh thudn dai, mau trang hoi nga vang, mét mat khac "CIP 500", mat kia
khac chit "BAYER". Vién thudc c6 thé bé thanh hai nua bang nhau.

Chi dinh
CAC BENH NHIEM KHUAN CO PHUC TAP VA KHONG PHUC TAP DO CAC TAC NHAN
GAY BENH NHAY CAM VOI CIPROFLOXACIN.
e Nhiém khuan dudng hé hap dui (tiy mite d6 nang nhe va vi khuan gay bénh):

Ciprofloxacin cé thé duge ding trong diéu tri viém phdi do Klebsiella, Enterobacter spp., Proteus
spp., Escherichia coli, Pseudomonas, Haemophilus spp., Moraxella catarrhalis, Legionella spp.
va Staphylococci.

¢ Nhiém khuan tai gitta (viém tai gitta), dic biét néu do vi khuén Gram 4m, ké ca Pseudomonas
aeruginosa hay do Staphylococci.
Nhiém khudn mat
Nhiém khuan tiét nigéu cé bién ching , bao gdm nhiém tring than-bé than
Nhiém khudn co quan sinh duc, ké cd viém phan phu, bénh lau va viém tién liét tuyén
Nhiém khuan 6 bung (nhu nhiém khudn dudng tiéu héa hodc dudng mat, viém phic mac)
Nhiém khuan da va m6 mém
Nhiém khudn xwong va khép
Nhiém khuan huyét
Nhiém khudn hoae cé nguy co nhiém khuan (du phong) trén bénh nhan bi suy giam hé mién dich
(vi du bénh nhan dang ding thudc tre chémin dich hoc cé giam bach cau).
Khvt tring dung rudt cé chon loc & bénh nhan suy giam mién dich.

« Du phong cdc nhiém khuan x4m lan do Neisseria meningitidis.
Nhiém khudn duong tiét nigu khong phite tap

Do khang sinh fluoroquinolon, trong dé cé Ciprobay lién quan dén phan tng cé hai nghiém
trong (xem myc Canh bao va than trong khi dung thuédc) va nhiém khudn dudng tiét niéu

khéng phic tap & mét sé bénh nhan co thé ty khdi, chi nén str dung Ciprobay cho nhiing bénh
nhan khéng cé lua chon diéu tri khac thay thé.

e Dot nhiém khudn cdp cia viém phé quan man tinh
Do khang sinh fluoroquinolon, trong d6 cé Ciprobay lién quan dén phan tng cé hai nghiém
trong (xem muc Canh bdo va than trong khi dung thuéc) va dot nhiém khuan c4p cia viém

phé quan man tinh & mét sé bénh nhan cé thé ty khdi, chi nén str dung Ciprobay cho nhting
bénh nhan khong cé Iya chon didu tri khac thay thé.

e Viém xoang cdp tinh do vi khuan
Do khang sinh fluoroquinolon, trong dé cé Ciprobay lién quan dén phan tmg cé hai nghiém
trong (xem myc Canh bao va than trong khi ding thuédc) va viém xoang c4p tinh do vi khudn &
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mét s6 bénh nhén cé thé ty khdi, chi nén sir dung Ciprobay cho nhfng bénh nhan khéng cé
lya chon didu tri khdc thay thé.

Tré em

Ciprofloxacin cé thé str dung cho tré em cho diéu tri lwa chon thtr 2 hodc thu 3 trong cdc nhiém khudn
dudng tiét niéu phirc tap va viém than-bé than do Escherichia coli (46 tudi dugc ap dung trong cac thir
nghiém lam sang: 1-17 tudi) va cho diéu tri dot c4p nang cia bénh xo nang (cystic fibrosis) phi di
kém véi Pseudomonas aeruginosa (46 tudi dugc 4ap dung trong cac tha nghiém lam sang: 5-17 tuédi).
Viéc diéu tri chi nén bat dau sau khi da danh gia can than gitta loi ich/nguy co cé thé cé do nhiing bién
cé bat loi lign quan dén khép va/hoac céc mé xung quanh.
Cac thir nghiém 14m sang trén tré em da dugc thyc hién trong nhting chi dinh néu trén. Déi voi nhiing
chi dinh khac, kinh nghiém lam sang con han ché.
Bénh than do hit phai (sau tiép xiic) 6 ngwoi lon va tré em:6

Lam giam tan suat bénh mdi hoac sy tién trian ca bénh sau khi tiép véi truc khudn than Bacillus
anthracis trong khéng khi.
Nén xem xét cn than cdc chi din chinh thite da cé vé sit dung thich hop cac khang sinh.

C4ch dimg, ligu ding
Liéu Ingng
Trir khi thudc duge ké toa theo cach khac, liéu hang ngay sau day dugc khuyén c4o cho:
Nguoi lon:
Bang 1: Liéu khuyén cdo mdi ngay cia Ciprobay dudng udng trén ngwoi lon
Cac chi dinh Liéu méi ngay cia ciprofloxacin (tinh

theo mg) véi Vién nén bao phim
Ciprobay

Nhiém khuan dudng hé hap dudi bao gdm viém phéi 500 mg x 2 lan téi 750 mg x 2 lan
tu mirc d6 nan nhe va vi khudn 6 bénh
Nhiém khuan tiét niéu phic tap, bao g6m nhiém khuan than -
bé than

500 mg x 2 lan téi 750 mg x 2 lan

pl
Nhiém khuan dung sinh duc
- lau khéng phtre tap (bao gdm nhiém khudn bén ngoai bé
phan sinh duc)
- viém phan phu, viém tuyén tién 1iét, viém mao tinh hoan -
tinh hoan.

(Soutt

500 mg x 1 lan
Tanjon

500 mg x 2 lan téi 750 mg x 2 lan 496

Tiéu chay
Salmonella spp
Shigella spp
Vibero spp

500 mg x 2 lan

Nhiém khuan khac xem phan chi dinh) 500 mg x 2 lan
Nhiém khuan rat tram trong, de doa tinh mang, nhw
-Nhiém khudn tai phat trong bénh xo nang (cystic fibrosis)
-Nhiém khuan xuong va khép
-Nhiém khuan huyét
- Viém phiic mac
Dac biét khi cé su hién dién cha Pseudomonas,
Staphylococcus hoac Streptococcus

750 mg x 2 lan

Bénh than do hit sau phoi nhiém) 500 mg x 2 lan
Du phong cdc trudng hgp nhiém khudn x4m Ian do Neisseria

meningitidis
500 mg 1 lan

Nhiém khuan duong tiét nigu khéng phirc tap 250 mg x 2 lan dén 500 mg x 2 lan
Viém ban uang ca tinh khéng phirc tap Liéu don 500m
Dot nhiém khuan cia viém phé quan man tinh 500 mg x 2 lan dén 750 mg x 2 lan
Viém xoang cap tinh 500 mg x 2 lan
Tré em va thiéu nién
Bang 2: Liéu khuyén cdo méi ngay cia Ciprobay dwong uéng 6 tré em va thiéu nién

Chi dinh Liégu m6ingay cia ciprofloxacin (tinh theo
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mg) doi voi Ciprobay dudng udng
Cac nhiém khuan trong bénh xo nang 20 mg/kg thé trong x 2 lan

(t6i da 750mg/liéu )
Cac nhiém khuan dudng tiéu phire tap va viém 10 - 20 mg/kg thé trong x 2 lan
than bé than (t6i da 750mg/liéu )
Bénh than do hit phai sau tiép xtc 2x 15 mg/kg thé trong (téi da 500 mg/ liéu)

Quén liéu
Néu bi quén mét lidu, nén ding thuéc ngay khi bénh nhan nhé ra trong cing ngay. Khong nén ding
lidu gap déi dé bi cho liéu da quén.

Thong tin thém trén nhitng bénh nhan dic biét
> Tréem va thiéu nién

Liéu ding khuyén cdo: xem Bang 2
> Bénh nhan lén tudi (trén 65 tudi)
Nhiing bénh nhn I6n tudi nén ding liéu cang thap cang tét thy theo mirc d6 nang nhe cla bénh va d6
thanh thai creatinine (Xem myc "Bénh nhdn suy gan, suy thén").
> Bénh nhén suy gan, suy than

Neudi lon:
1. Bénh nhan suy than

Bang 3: Liéu khuyén cdo v6i bénh nhan suy than
D6 thanh thai creatinin Creatinin huyét thanh Tong liéu uéng mdi ngay cha

[mL/phut/1.73 m? ] [ymol/I] ciprofloxacin
30 dén 60 123.76 dén 167.98 Téida 1000 mg
Dudi 30 >176.80 Y Toi da 500 mg

2. Cac bénh nhan suy than dang chay tham tach
D6i véi cdc bénh nhan cé d6 thanh thai creatinin trong khoang tir 30-60 mL/phit/1 73m? (suy than vira

phai) hoac néng dé creatinin huyét thanh tir 123.76 dén 167.98 pmol/I, liu ding ciprofloxacin dudng
udng téi da hang ngay 1a 1000 mg.
Déi voi cdc bénh nhan cé d6 thanh thai creatinin nhé hon 30 mL/phut/1.73m? (suy than nang) hodc
creatinin huyét thanh Ién hon hoac bang 176.80 pmol/l, ligu ding ciprofloxacin dudng uéng hang
ngay t6i da 12 500 mg khi thdm tach, nhting ngay sau khi tham tach. East/

3. Bénh nhan suy thin dang tham tach mang bung lién tuc ngoai tra (Continuous Ambulatory
Peritoneal Dialysis - CAPD)
Liéu ding ciprofloxacin dudng udng hang ngay téi da 1 500 mg (vién Ciprobay bao phim 500mg

x 1 lan hodc 250 mg x 2 lan).
4. Bénh nhan suy gan

Trén cdc bénh nhan cé chirc nang gan suy gidm, khéng can chinh lidu.
5. Cac bénh nhan suy gan va suy than
Déi véi cdc bénh nhan cé d6 thanh thai creatinin trong khoang tir 30-60ml/phut/1.73m? (suy than mirc
vua phai) hoac ndng a6 creatinin huyét thanh tir 123.76 dén 167.98 pmol/l, liéu ding ciprofloxacin
duong udng hang ngay toi da la 1000 mg.
Déi voi céc bénh nhan cé d6 thanh thai creatinin nh hon 30 mL/phut/1.73m? (suy than nang) hoac
creatinin huyét thanh I6n hon hodc bang 176.80 pmol/l, ligu ding ciprofloxacin dudng uéng hang
ngay tdi da la 500 mg.
Tré em
Chua cé nghién cvru vé liéu ding & tré em cé suy giam chire nang than va/hodc suy giam chite nang
gan.
Cach ding:
Dung duong udng.
Uéng nguyen vién Ciprobay voi mét it nude. Thudc duge uéng khéng phy thuéc vao gid &n,

3

38 Fay

Néu udng thudc lic bung déi, hoat chat cé thé duge hap thy nhanh hon. Trong trudng hgp nay, khong
nén udng Ciprobay cling voi cac san phdm tir bo sita hay cdc dé udng bé sung khoang chat (nhu sita

tuoi, stta chua, nudc cam bé sung thém calci) (xem myc "Tuong tde, twong ky cua thudc")
Néu bénh nhan khéng thé uéng duge vién Ciprobay do mic dé tram trong cua bénh hodc cdc nguyén
nhén khac (vi du bénh nhan dang nudi 4n qua dudng truyén), thi nén khéi dau diéu tri voi
ciprofloxacin dang dich tiém truyén tinh mach. Sau d6 cé thé tiép tuc diéu tri voi Ciprofloxacin dudng
udng.
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Thoi gian diéu tri
Thoi gian diéu tri tuy thudc vao dé nang cia bénh, dién bién vé lam sang va vé vi tring hoc. Can diéu
tri tiép tuc téi thiéu 3 ngay sau khi hét sét hodc hét triéu chimg lam sang. Thdi gian diéu tri trung binh:

Ién:
I ngay di voi bénh Iau va viém bang quang cap khong phic tap.
dén Tngay d6i voi nhiém khudn than, duéng tiét niéu va 6 bung.
sudt toan b6 giai doan giam bach cau cia bénh nhan bi giam suc dé khang
tdi da 2 thang trong viém tuy xuong
va 7-14 ngay trong tat ca nhiing nhiém khudn khac.

Diéu trj it nhat 10 ngay trong nhiém khuan do Streptococcus vi nguy co xay ra bién ching muén.
Nhiém khudn do Chlamydia spp. phai duoc diéu tri thiéu 10 ngay.
Tré em va thiéu nién
« Bénh xo nang
Déi véi viém phéi c4p nang cla bénh xo nang do nhiém Pseudomonas aeruginosa 0 tré em (a6 tudi tir
5-17 tudi), thoi gian diéu tri 1a 10 -14 ngay.
e Nhiém khuan dudng tiét niéu phire tap va viém than bé than
Doi véi nhiém khuan dudng tiét niéu phic tap hay viém thin-bé thin do Escherichia coli, thoi gian
didu tri tir 10-21 ngay.
e Bénh than do hit phai (sau tiép xtic) 0 ngwdi lén va tré em
Thdi gian diéu tri voi ciprofloxacin 1a 60 ngay.

Ching chi dinh
Qua man véi ciprofloxacin ho&c cdc fluoroquinolone khac hay bat ky cdc t4 duge (xem muc " Thanh
phan té duoc").
Ding déng thdi ciprofloxacin véi tizanidine (xem muc "Tuong tdc, trong cia thyéc).
C4nh bdo va than trong khi ding thudéc

Cac phan img cé hai nghiém trong cé kha nang khéng hdi phuc va gay tan tat, bao gdm viém gan, dut
gan, bénh ly than kinh ngoai bién va cdc tac dung bat loi trén than kinh trung uong.
Cac khang sinh nhém fluoroquinolon bao gsm Ciprobay cé lién quan dén cdc phan img cd hai nghiém
trong cé kha nang gay tan tat va khong hoi phuc trén cdc hé co quan khac nhau cua co thé. Cac phan
tng nay co thé xuat hién déng thoi trén cling bénh nhan. Cac phan img cé hai thuong duge ghi nhan
gom viém gan, dirt gan, dau khop, dau co, bénh ly than kinh ngoai vi va cdc tac dung bat loi trén hé
théng than kinh trung wong (a0 gidc, lo au, tram cam, mat ngi, dau dau nang va lu ldn). Cac phan tng
nay cé thé xay ra trong vong val gid dén vai tuan sau khi stU dung Ciprobay. Bénh nhan & bat ky tudi
nao hoac khéng cé yéu té nguy co ton tai tir trude déu cé thé gp nhiing phan img cé hai trén.

sia) 6
} Road
Quarte
7161
496 1

Ngimng str dung Ciprobay ngay khi cé d4u hiéu hoc trigu chtmg dau tién cla bat ky phan img cé hai
nghiém trong nao. Thém vao dé, tranh sit dung cac khang sinh nhém fluoroquinolon cho cdc bénh
nhan da ting gap cdc phan tng nghiém trong lién quan dén fluoroquinolon.
Nhiém khuan nang va/hodc nhiém khudn do vi khudn Gram dwong va ky khi
péi véi diéu tri cdc nhiém khudn nang, nhiém tu cau khuan (Staphylococci) va nhiém khudn do vi
khuan ky khi, Ciprobay phai ding phdi hop véi mét thudc khang khudn thich hop.
Nhiém khudn phé cau khudn Streptococcus pneumoniae
Khéng khuyén cao ding Ciprobay cho didu tri nhiém phé cau khuan do hiéu qua chéng Streptococcus
pneumoniae con han ché.
Nhiém khudn duéng sinh duc
Nhiém khudn duéng sinh duc c6 thé do cdc vi khudn Neisseria gonorrhea phan lap khang thudc
fluoroquinolon. Trong cac nhiém khuan duong sinh duc nghi ngo hay biét do lau cAu khuan (Neisseria
gonorrhoea), diéu quan trong 1a can sit dung cac théng tin vé tan sudt khang thudc ciproflocxacin tai
dia phuong va xac dinh dugc d6 nhay cam voi thudc dua vao cac xét nghiém.
Roi joan tim mach
Ciprobay cé lién quan dén cac trudng hop kéo dai doan QT (xem muc "Tac dung khong mong muon
clia thudc"). Do phu nit cé xu huéng cé khoang QT dai hon so véi nam gidi, nén ho cé thé nhay cam
hon véi cdc thudc lam kéo dai khong QT. Bénh nhan cao tudi cling cd thé nhay c4m hon véi nhing
tac dung cla thuéc trén khoang QT. Can than trong khi str dung Ciprobay cing véi nhiing loai thuéc
c6 thé lam kéo dai khoang QT (vi du nhu cdc thuéc chéng loan nhip tim loai IA hoae loai IH, cdc
thuéc chéng tram cam ba vong, cdc khang sinh macrolid, cdc thuéc chéng loan than) (xem muc
"Twong tac, trong ky cua thuéc"), hodc trén nhting bénh nhan cé cac yéu té nguy co kéo dai khoang
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QT hoac gay xoan dinh (vi du nhw héi ching khoang QT dai bam sinh, mat can bang dién giai chuaduge diéu chinh nhw tinh trang ha kali mau hoac ha magnesi mau va bénh ly vé tim nhw suy tim, nhdi
mau co tim hoac nhip tim cham).
Tré em va thiéu nién
Tuong tu nhu cdc thudc khac cing nhém, Ciprofloxacin aa cho thay cé gay bénh khép tai nhttng khépchiu trong luc trén déng vat chua truéng thanh (xem muc " Tac dung khéng mong muén cha thudc").Phan tich cdc dit ligu an toan hién co ve str dung Ciprofloxacin & nhting bénh nhan dui 18 tudi, da sd
cdc truéng hgp cé bénh xo nang, van chua dua ra bat ky bang ching nao vé cdc thuong ton & sun va
khép cé lién quan dén thudc.
Ngoai chi dinh diéu tri viém phéi cdp nang do bénh xo nang gay ra béi nhiém Pseudomonas
aeruginosa (tré em tir 5 - 17 tudi), cdc nhiém khuan dudng tiét nigu phire tap va viém than-bé than do
Escherichia coli (tré em ta 1 17 tudi), va st dung cho bénh than do hit phai (sau phoi nhiém), thi sir
dung Ciprobay cho cac chi dinh khac van chua duoc nghién ctru. Kinh nghiém lam sang cho cdc chi
dinh khac con han ché.
Qua man
Trong vai trudng hgp, qué man va phan tig di img cé thé xay ra sau m6t lidu ding dau tién (xem muc
"Tac dung khong mong muén") va bac si phai duge théng bao ngay lap tire.
Phan tng phan vé/dang phan vé trong nhiing trudng hop rat hiém gap cd thé tién trién dén séc de doa
sinh mang, trong vai trudng hgp xay ra sau khi ding lan dau (xem muc "Tdc dung khéng mong muén
cua thudc"). Trong nhiing trugng hop nay phai ngung Ciprobay, can didu tri ndi khoa (vi du diéu tr
sc).
Hé tiéu héa
Trong trudng hgp bi tiéu chay nang hodc kéo dai trong ho&c sau khi diéu tri, phai tham khdo véi bac si
do trigu ching nay cd thé che dau mét bénh ly duong tiéu hoa nghiém trong (viém dai trang gia mac
de doa sinh mang cé thé gay tir vong) can duoc diéu tri ngay (xem muc "Tac dung khong mong muon
cua thudc"). Trong nhting truong hop nay phai ngung Ciprobay va tién hanh didu tri thich hop (vi du
vancomycin, uéng 250 mg x 4 lan/ngay). Chéng chi dinh ding nhiing thud

f

nhu dong rudt
trong trwong hop nay.
Hé gan mat
Cac trudng hop hoai tir gan va suy gan de doa tinh mang da dugc bdo cdo voi Ciprobay. Trong bién cd
cé bat ky cdc dau hiéu va trigu chitng cia bénh gan (nhu chan an, vang da, nuéc tiéu sam mau, ngitahoac cing chuéng bung), can phai ngimg thuéc (xem muc "Tac dung khéng mong muén cia thubc"").Cé thé cé tang tam thdi cdc transaminase, phosphatase kiém hodc vang da do tr mat, dac biét trén cdc
b@nh nhan cé tén thuong gan true dé, nhting ngudi diéu tri bang Ciprobay, (xem "Téc dung khong
mong muon cua thudc")
Bénh nhuge coCan str dung than trong Ciprobay trén c4c bénh nhan bi bénh nhugc co, do cac triéu
chimg co thé tram trong hon.
Viém gin va dit gin
Viém gén va dit gan (cha yéu trén gan Achilles), d6i khi 0 ca hai bén, 06 thé xay ra voi Ciprobay,tham chi trong vong 48 gid diéu tri dau tién. Cac trudng hop nay xay ra trong khoang thdi gian cho
dén vai thang sau khi hoan thanh ligu phap diéu tri di duge bao cdo (xem muc "Tac dung khéng mongmuon cua thudc". Nguy co bénh ly vé gan cé thé tang Jén 0 ngudi cao tudi trong qué trinh hoat dongthé lye vat va, trén bénh nhan dang duoc diéu tri déng thoi véi cac corticosteroid, tren bénh nhan suythan hoc bénh nhan cay ghép tang dic. Néu 06 bat cir ddu hiéu nao cla viém gan (vi du sung dau,
viém), chi bj anh hudng can dugc nghi ngoi tdi da, nén tranh bat ky bai tap van déng nao khéng phu
hop, can tham van bac si va ngung diéu tri bang khang sinh.
Can than trong khi str dung Ciprobay 0 nhitng bénh nhan cé tién str réi loan gan cé lién quan dén diéu
tri vdi fluoroquinolone.
Dong kinh
Ciprobay, gidng nhu cdc fluoroquinolon khac, cé thé khéi phat con co giat hodc ha thap nguéng co
giat. 0 nhttng bénh nhan déng kinh va bj réi loan than kinh trung wong trudc dé (vi du nguéng déngkinh thap, tién cin d6ng kinh, giam luu lugng mau nfo, cau tric nao bi tin thuong hoac dét qui), chinén ding Ciprobay khi céc Igi ich cla didu tri nhiéu hon cdc nguy co do nhting bénh han nay cé thé
bi nguy hiém vi nhting tac dung khéng mong muén oc thé cé trén hé than kinh trung uong. Cac truong
hgp trang thai dong kinh da dugc bdo céo (xem muc " Tdc dung khéng mong muon cla thudc"). Néu
xay ra co giat, phai ngtng str dung Ciprobay.
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C4c phan tng tam than
Céc phan img trén tam than cé thé xay ra thdm chi ngay sau liéu dau tién cha khang sinh
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fluoroquinolon, bao gdm ca Ciprobay. Mét sé hiém trudng hop, tram cam ho&e cdc phan tng loan
than cé thé tién trién dan dén y tuéng/suy nghi ty sat va hanh vi tu gay nguy hiém cho ban than vi du
nhu cdc trudng hop cé gang tu tir hodc tw tur thanh céng (xem muc " Tac dung khong mong muon cua

thudc"). Trong trudng hop bénh nhan co tién trian cdc phan ung trén cin ngung ngay Ciprobay va cé
cac bién phap diéu tri phi hop.
Bénh ly than kinh ngoai bién
Da cé bdo cdo vé cac trudng hop cé bénh ly da day than kinh cam gidc hoac cam gidc van déng dan
ti di cam, giam cam gidc, loan cam hoac yéu co trén cdc bénh nhan dang ding fluoroquinolon, bao

gom ca Ciprobay. Can khuyén cac bénh nhan dang didu tri Ciprobay phai théng bao cho cac bac s¥

Da va cac bé phan lién quan
Ciprofloxacin da cho thay cé gay ra cdc phan tng nhay cam voi anh sdng. Bénh nhan dang uéng
Ciprobay nén tranh tiép xtc truc tiép véi anh sang mat troi hoac tia cue tim qua nhiéu. Nén ngung
diéu tri néu cé hién tugng nhay cam anh sang (vi du phan ung da giéng nhu phéng) (xem muc " Tac
dung khéng mong muén cia thudc").
Cytochrome P450:
Ciprofloxacin duge biét 18 cd gay tre ché 0 mttc dé vira phai enzym CYP 450 1A2. Can than trong khi
ding déng thoi véi cdc thudc khdc cing chuyén hod qua hé théng enzym (nhu, theophylline,
methylxantines, caffeine, ropinirole, duloxetine, clozapine, olanzapine, agomelatine). Nong d6 trong
huyét thanh gia tang di kém voi cdc tac dung khéng mong muon lién quan dén thuéc cé thé quan sat

thay do tac dung irc ché su thanh thai cia cdc thuéc nay qua chuyén hoa, béi Ciprofloxacin (Xem muc

"Twong tac, tuong ky cua thuoc").

truéc khi tiép tuc tri ligu néu xuat hién bénh than kinh nhu dau, cam gidc bong rat, dau

nhdi, t@ hay yéu co (xem muc Tac dung khéng mong muon cua thudc

Réi loan dwong huyét
Nhu v6i tat ca fluoroquinolones, réi loan trong glucose mau, bao gdm ca ha dudng huyét va ting
dudng huyét da duoc bdo cdo véi Ciprobay. Trén cdc bénh nhan duge diéu tri voi Ciprobay, réi loan

dudng huyét xay ra chi yéu 0 bénh nhdn dai thao dwong cao tudi dang ding déng thdi voi mét tac

nhan ha dudng huyét dang udng udng (vi du: sulfonylurea) hodc véi insulin. Do 06, khuyén khich theo

déi can than néng d6 glucose mdu d6i véi cdc bénh nhan mac bénh tiéu dudng (xem "Tac dung khong

mong muon cia thudc").

Tuong tac véi cac test thir
Trong céc nghién ctru in vitro, hiéu luc cua ciprofloxacin cé thé gay anh hudng dén test nudi cdy

Soutt

96 18

Mycobacterium tuberculosis do thudc we ché sy ting truéng cia mycobacterium, gay ra két qua 4m
tinh gid trong cdc mu bénh pham cia bénh nhan dang sir dung Ciprobay.

Twong tac, tuong ky ctia thudc
Tuon tac voi cac thuéc khac va cdc dang twong tac khac

Cac thuéc gay kéo dai khoang QT
Tuong ty nhu cdc quinolon khac, can than trong khi str dung Ciprobay trén cac bénh nhan dang dung
cac thudc lam kéo dai khoang QT (vi du cdc thuéc chéng loan nhip nhém IA va nhém II, cac thudc

chéng tram cam 3 vong, cdc khang sinh macrolid, cac thuéc chéng loan than) (xem phan
" Canh bdo

va thén trong khi ding thudc ").
Hinh thanh Phitc hop chelat hoa
Ding déng thoi Ciprobay va cdc thuéc chia cation da hoa tri hay cac khoang chat bé sung (nhu
calcium, magnesium, nhém, sat), cdc chat gan phosphate polymer (nhu sevelamer, lanthanum

carbonate), sucralfate hay antacids va cdc thuéc dém cao (nhu vién didanosine) ¢6 chtra magnesium,
nhém, calcium sé lam giam hap thu cua ciprofloxacin. Do vay, nén uéng Ciprobay hoac trude 1-2 gid
hode it nhat 1a 4 gid sau khi uéng cdc ché pham trén. Khong ap dung cdc han ché nay déi véi cdc antacid
thudc nhém ire ché thy thé H2,
Thire 4n va cac san phim tir bo sita
Nén tranh ding déng thdi ciprofloxacin véi céc san pham tir bo sita hay cdc dé uéng bé sung khoang
chat (nhu sita tuoi, sita chua, nude cam bé sung calci) vi lam giam hap thu cua Ciprobay. Tuy nhién, véi
calci cung cp tir btta an thi anh hudng khéng dang ké dén su hap thu ciprofloxacin.
Probenecid
Probenecid can tré su bai tiét qua than cil Ciprobay. Ding déng thdi cdc thudc chia probenecid véi
ciprofloxacin lam gia tang néng 46 ciprofloxacin trong huyét thanh.
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Metoclopramide
Lam tang hap thu cia ciprofloxacin dan dén rit ngan hon thdi gian dat dén ndng d6 huyét tuong t6i da.
Khong thay cé anh hwéng trén tinh sinh kha dung cla ciprofloxacin.
Omeprazole
Ding déng thdi ciprofloxacin va cdc thudc chtra Omeprazole gay giam nhe néng d6 Cmax va AUC
cua ciprofloxacin.
Tizanidine
M6t nghién ctu 14m sang trén ngudi khoé manh cho thay khi ding déng thoi véi ciprofloxacin thi néng
d6 cia tizanidine trong huyét thanh tng lén (ndng 06 Cmax tang 7-1an, trong khoang gidi han: 4 téi 21-
lan; AUC tang: 10 ln, trong khoang gidi han: 6 toi 24 lan). Di kém véi tang néng dé huyét thanh Ia tac

ding thuoc"). Khéng ding ddng thdi cdc thudéc chita tizanidine véi Ciprobay, xem muc "Chéng chi
dinh"'.

Theophylline

d6 theophylline trong huyét thanh. Diéu nay cé thé gay ra tac dung khéng mong muon do
theophylline, trong rat hiém cac trudng hop cdc tac dung khéng mong

muén nay cé thé de doa sinh
mang hoae gay tir vong. Néu buéc phai dung déng thdi hai loai thudc nay, thi nén kiém tra néng d6
theophylline trong huyét thanh va giam liéu theophylline thich hgp (Xem muc "Cytochrome P450"
trong muc "Canh bdo va than trong khi ding thudc"').
Cae din xudt xanthine khac
Da cé bdo cdo vé tang ndng d6 cdc dan xudt xanthine trong huyét thanh khi ding déng thoi
ciprofloxacin véi cdc thuéc cé chita caffeine hoac pentoxifylline (oxpentifylline).
Phenytoin
Thay déi néng 06 huyét thanh cia phenytoin (tang hoc giam) da dugc quan sat trén cdc bénh nhan
ding déng thoi Ciprobay va phenytoin. Dé tranh lam giam sy kiém soat co gidt do giam nong 06
phenytoin va phong ngtra cdc tac dung khéng mong muon do qua ligu phenytoin, thi khi ngimng ding
Ciprobay trén bénh nhan sir dung déng thdi ca hai thudéc, cin giam sat diéu tri phenytoin bao gdm ca
do néng dé phenytoin huyét thanh, trong va ngay sau liéu trinh phdi hop Ciprobay va phenytoin
Methotrexate
Su van chuyén cia methotrexate trong dng than cé thé bi ttc ché khi dung déng thdi voi Ciprobay va
lam tang néng dé cha methotrexate trong huyét thanh. Diéu nay cé thé lam ting ney co cac phan ung

Ciprobay.
NSAID
Cac nghién cuu trén dong vat cho thay phdi hop fluoroquinolone (cdc chat tre ché men gyrase) liéu rat
cao véi mét sé thuédc khang viém khéng steroid (ngoai trir acetylsalicylic acid) cé thé gay ra co giat.
Cyclosporin
Nguoi ta ghi nhan cé sy gia tang thoang qua néng dé creatinine huyét thanh khi ding dong thoi
ciprofloxacin va cdc thuédc chia cyclosporin. Vi vay, can phai theo déi thuéng xuyén néng d6
creatinine huyét thanh (hai lan/ tuan) trén nhiing bénh nhan nay.
Cac chat d6i van vitamin K
Viée ding déng thoi Ciprobay véi thude déi van vitamin K cé thé lam tang tac dung chéng déng cua
thudc nay. Nguy co nay cé thé thay déi vi bénh nén nhiém khudn, tudi va téng trang cia bénh nhan,
do dé rat khé danh gid sy gép phan cia ciprofloxacin vao viéc lam tang INR (international normal
ratio). Can kiém tra INR thuong xuyén trong va ngay sau khi diéu tri Ciprobay cling cdc chat déi
van vitamin K (vi du nhu warfarin, acenocoumarol, phenprocoumon hoac fluindione).

dung ha huyét
,
p va an than (xem muc "Cytochrome P450" trong myc "Canh bdo va than trong khi

Ding déng thoi ciprofloxacin va cdc chtra theophylline cé thé gay ra sy gia ting ngoai y nong

East é
Katon
Leba
ore 43
{8 Fax

dc hai lign quan dén methotrexate Do d6 can theo déi bénh nhan chic ché khifddng dong thoi vdi
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Duloxetine
C4c nghién ctru lam sang da chting minh rang ding déng thdi duloxetine véi cdc chat irc ché manh
CYP450 1A2 isozyme nhu fluvoxamine cd thé lam tang AUC va Cmax cla duloxetine. Mac dt hién tai
chua cé dit liu 1am sang vé kha nang tuong tac voi ciprofloxacin, nhung cdc tac dung tuong ty khi
ding déng thai dugc cho 1a cé thé xay ra (xem myc "Cytochrome P450" trong muc "Canh bdo va
than trong khi dung thudc").
Rophinirole
Cac nghién cttu lam sang da cho thay viéc sir dung ddng thai ropinirole véi ciprofloxacin, chat tre ché
vira phai isozyme CYP 450 1A2, sé lam tang Cmax, va AUC cua ropinirole lan luot 1a 60% va 84%.
Nén theo déi diéu chinh liéu gay cdc tac dung khéng mong mu6n lién quan dén ropinirole trong va

ngay sau khi ding phéi hop thudéc nay véi Ciprobay (xem muc "Cytochrome P450" trong myc "Canh
bdo va than trong khi ding thuéc").
Lidocaine
Nghién ctru trén ngudi khoé manh da chimg minh khi ding cdc thuéc chita lidocaine, thudc tre ché

isozym CYP450 1 A2 vita phai, cling voi ciprofloxacin lam giam d6 thanh thai cua lidocaine tinh mach

xudng 22%. Tuy diéu tri lidocaine cé dung nap tét nhung cé kha nang tuong tac voi ciprofloxacin di
kém véi cdc tac dung ngoai y cé thé xay ra khi ding dong thoi voi nhau.
Clozapine
Ning dé clozapine va N-desmethylclozapine ting tuong tng 29% va 31% sau 7 ngay ding phdi hop
ciprofloxacin 250mg va clozapine. CAn theo déi lam sang va hiéu chinh liéu clozapine thich hop trong
va ngay sau khi phdéi hop Ciprobay voi clozapine (xem muc "Cytochrome P450" trong myc "Canh
bdo va thén trong khi ding thudc").
Sildenafil
Nong d6 Cmax va AUC cua sildenafil tang x4p xi g4p hai lan trén ngudi khoé manh sau khi uéng
déng thai 50mg thuéc nay va 500mg ciprofloxacin. Do dé, can than trong va can nhic gifta nguy co
va loi ich khi ké don phdéi hgp Ciprobay v6i sildenafil.

Agomelatine
Trong cac nghién lam sang, ngudi ta da ching minh rang fluvoxamine, thuéc we ché manh

isoenzyme CYP450 1A2, uc ché chuyén héa agomelatine mét cach dang ké lam ting néng dé cia
agomelatine gap 60 lan. Mac dau hién chua cé di liéu 14m sang cho kha nang tuong tac voi
ciprofloxacin, mét thudc te ché CYP450 1A2 mirc dé trung binh, nhung cdc tac dung tuong ty duoc
cho 1a c6é thé xay ra khi ding chung véi nhau (xem Cytochrome P450 trong myc "Canh bdo va than

trong khi dimg thudc).

Zolpidem
Ding chung véi ciprofloxacin cé thé lam ting néng 06 zolpidem trong mau, khéng khuyén cdo str

dung déng thdi.
Sw dung thuéc cho phy ni cé thai va cho con bit
Phu nit c6 thai
Céc dt ligu hién cd vé viéc sir dung ciprofloxacin trén phy nt mang thai cho thay khéng cé déc tinh

gay di tat cling nhu doc tinh trén thai/tré so sinh. Cac nghién cu trén déng vat cling khéng cho thay
déc tinh trén sinh san. Dya trén co sé cac nghién citu trén dng vat, khéng thé loai trir thuéc cd thé

gay tén thuong sun khép trén thai chua truéng thanh (xem "Dé liéu an todn tién lam sang"), do vay
khéng khuyén cao str dung Ciprobay trong thai ky.
Cac nghién citu trén dong vat khéng cho thay bat ky bang chimg tac dung gay quai thai (di tat) (xem
muc "Dé liéu an todn tién lam sang").
Phu ni cho con bi
Ciprofloxacin duge bai tiét qua sita me. Khong khuyén cao str dung Ciprobay cho ba me trong thdi

ky cho con bu do nguy co cé thé gay tén thuong khép. Nén ngimg cho con bu khi si dung
Ciprofloxacin (xem muc "Dit liéu an todn tién lam sang").

Anh hwéng ctia thudc Jén kha ning lai xe va van hanh may méc
Fluoroquinolone, bao gdm ciprofloxacin cé thé anh huéng dén kha nang Idi xe va van hanh may méc
do tac dung lén hé than kinh trung wong (CNS) (Xem muc "Tac dung khong mong muén cia thuéc").
Dac biét khi uéng ruou kém theo.

Tac dung khéng mong mudén cia thuédc
Cac tac dung phy (ADRs) thuong gap nhat dya trén tat cA cdc nghién cuu lam sang vé ciprofloxacin
(uéng, tiém truyén) duge phan loai theo cdc xép loai II cla CIOMS vé tan suat (toan bé n=51621
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bénh nhan).
Tan xuat cdc tac dung khéng mong muén bdo cao khi ding Ciprobay dugc tém tit trong bang dudi
day. Trong moi nhém, tac dung khéng mong musn dugc trinh bay theo mire d6 nghiém trong giam
dan.

Tan suat dugc mé ta nhu sau:
Rat thudng gap (> 1/10);
thudng gap ©

> 1/100 va < [/10);
khong thudng gap © 1/1,000 va < 1/100);
hiém gap (> 1/10,000 va < 1/1,000); rat hiém gap (< 1/10,000);
Nhiing tac dung khéng mong mudn chi duoc phat hién trong qué trinh theo déi sau khi Iwu hanh
thudc, va la nhting tac dung khong uéc tinh dugc tan xuat, dug liét ké trong phan "Khong rd".

Bang 4: Cac tac dung khong mong muén
Hé co quan Thuong Khéng Hiém gap Rat hiém Khong ré

gap thong gap gap

Nhiém khuan Bi nhiém Viém rudt dai
va nhiém ky nam trang do khang
sinh sinh (rat hiém

khi gay ttt vong)
RGi loan hé Tang bach Gidm bach cau. Thiéu mau2

huyét va bach
huyét:

cau ua eosin thiéu mau, giam
bach cau trung
tinh, tang bach

tan huyét, mat
bach cau hat,
giam toan thé

a

cau, giam tiéu huyét cau (de
cau, tng tiéu doa tinh
cau, mang), giam

tuy xuong (de
doa tinh
mang)

RGi loan hé Phan tng di Phan img
mién dich ung, pha di phan vé,

wmg/phu mach shock phan
vé (de doa
tinh mang),
phan ung
giéng bénh
huyét thanh.

dinh duGng an Ha dudng huyét
Réi loan tam Tang hoat Lu lin va mat Phan ting
than déng tam dinh hung, loan tam than

than van phan img lo (cé thé cé kha
déng/ kich lang, giac mo nang tién
dong bat thudng, tram trién thanh

cam (cé thécé hanh vi tu

trién thanh hanh tich, vi du
vi tu gay thong nhu cé y
tich vi du nhu tuéng/suy
cé y tuéng/suy nghi va né
nghi va né luc luc ty sat
tu sat hodc ty hoac tu sat
sat thanh céng ), thanh céng)
ao gidc

3,

1

Sayer
2 Tal

#07-01

Tel: 649

Réi loan Giam su thém Tang dudng
huyén hod va an va giam mau

kha nang tién gay thuong

Ciprobay Tab/Gar/CCDS19/10052019/PI VN01

Administrator
logobvtv



Hé co quan Thudng Khong Hiém gip Rat hiém Khong ré
gap thuwéong gap gap

Réi loan hé Dau dau, Di cam va réi Dau nia dau, Bénh ly day than
than kinh loan cam gidc, réi loan diéuchoang vang, kinh ngoai bién

réi loan giac giam cam giac, phéi, réi loan va bénh da day
ngu, réi loan run, co giat (bao khuu giac, than kinh
vi gidc gdm ca trang tang cam

thai déng kinh), gidc, tang dp
chong mat luc néi so

(gia u nao
Réi loan vé R6i loan thi luc Réi loan mau
mat sac
Réi loan vé tai U tai, giam Tén thuong
va mé dao thinh luc thinh luc.

Réi loan vé tim Tim dap nhanh Doan QT kéo dai,
loan nhip that,
xoan dinh *

Réi loan mach Gian mach, ha Viém mach
mau huyét dp, ngat
Réi loan hé Khé thé (bao
hap, long nguc gém ca bénh ly
va trung that hen)

Réi loan tiéu Buén nén Né6n, dau Viém tuy
hoa Tiéu chay bung, kh6

tiéu, day hoi
Réi loan gan- Tang men Suy gan, vang Hoai tir gan
mat transaminase, da, viém gan (rat hiém khi

tang bilirubin (khéng phai do tién trién din
nhiém khuan) téi suy gan de

doa dén tinh
mang)

Réi loan vé da Phat ban, Phan tng nhay Diém xuat Phat ban munmi
va cac mé dudi ngtra, ndi mé cam voi anh huyét, ban 06 toan than cdp tinh
da day sang, Mun rép da dang, ban (AGEP)

dé nut, hdi
ching
Stevens-
Johnson (c6
thé nguy
hiém dén tinh

mang), hoai
tir biéu bi
nhiém déc
(cé thé nguy
hiém dén tinh
mang).

uth E
jong I
aya

3 1888
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Hé co quan Thuong Khong Hiém gip Rat hiém Khong ro
gap thuong gap gap

Réi loan co Dau khép Dau co, viém Yéu co, vid

chudt rut gan achille),
lam nang hon
triéu chimg
cua ching
nhuge co
nang.

viém than-6ng
than ké

Xét nghiém Tang Néng d6 bat Tang INR (6 cac
tham do phosphatase thudng cia bénh nhan diéu

kiém trong prothrombin, tri bang thudc d6i

xuong, mé lién khép, tang
két va xuong

gan, dit gan
truong luc co, (thudng gap

Réi loan than Tén thuong Suy than, dai
thanva tiét niéu mau, sdi than,

va tai ché tiém
Réi loan chung Daukhéng Phi, démdhdi Dang di bat

thongdic higu, mét (tang tiét md
hdi)méi, sdt

mau tang amylase khang vitamin K
*
Nhting bién co duge bao céo trong giai doan luu hanh thudc va duge quan sat cha yéu trén nhting

bénh nhan cd yéu té nguy co kéo dai doan QT (xem muc "Canh bdo va than trong khi diing thudc").
Trong mét sé trudng hop cA biét, mat s6 phan img bat loi nghiém trong cé thé kéo dai (> 30 ngay) va
khong hdi phuc; nhu viém gan, dut gan, rdi Joan co xuong, va cdc phan tng khac anh hudng dén hé
than kinh bao gdm cdc réi loan tam than va rdi loan cam giac.
Cac tac dung ngoai y sau thudng hay gap nhiéu hon 0 nhém bénh nhan diéu tri voi dang tiém truyén

istAsl
atong
ebar ¢

hoac chuyén tiép (tir dang tiém sang dang wong):

nhanh, gidn mach, ha huyét ap, tén thuong gan thodng qua, vang da, suy
phu.

nua dau, réi loan khiu gidc, nghe kém, viém mach, viém tuy, hoai tir gan,
diém xuat huyét, dit gan.

Tréem

e437
Thuong gap: Nén, tang thoan ua non d6 men transsaminase. phat ban Fax: €

Khong thudng gap -Giam tiéu cau, tang tiéu cau, [i lan va mat dinh huéng, do gidc, di cam va réi
loan cam gidc, co giat, chéng mat, réi loan thi gidc, giam thinh lyc tim dap

am than, dauHiém gap Giam bach cau, giam tuy xuong, shock phan vé, phan tmg loan

Tan suat xudt hién bénh khép (dau khép, viém khép) dé cap @ trén duge thu thap ti nhitng dit ligu
trong cac nghién ciru trén ngwdi lén. Cac béo cdo vé bénh khdp kha phé bién 0 tré em (xem muc
"Canh bdo va thén trong khi ding thudc").
Thing bdo cho bac si nhitng tac dung khong mong muon gdpphai khi sir dung thuéc.

Qué liéu va cach xr tri
Trong tinh huéng cap, udng qua liéu, déc tinh than cé thé hdi phuc da dugc bao cdo trén mét sé trudng
hop.
Ngoai nhitng bién phap cap ctru thudng quy, can theo déi chirc nang than, bao gém ca pH va acid héa
nuéc tiéu, néu can thiét, dé phong ngira tinh thé nigu. Bénh nhan can duoc ba nude day da. Cac thudc
antacids chtra Calcium hay magnesium cé thé lam giam su hap thu ciprofloxacin khi qua ligu. Chi 00
mét lugng nhé (<10%) ciprofloxacin duge thai trir bang cach tham tach m4u hodc thdm tach mang
bung.

Dic tinh durge ly hoc
Dac tinh duwoe luc hoc
Nhém tae dung duge ly: Khang sinh nhém quinolon, fluoroquinolone
Ma ATC: J01MA02
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Co ché tac dung
Ciprofloxacin cé hoat tinh in vitro chéng lai voi phd réng ca vi khudn gram 4m va gram duong. Tac
dung diét khuan cia ciprofloxacin 1a do tc ché cdc enzym topoisomerase type II cia vi khuan (enzym
DNA gyrase) va topoisomerase IV 1a loai enzym can thiét cho qué trinh sao chép, phién mé, stra chita
va tai t6 hop DNA.
Co ché khang thudc
Su dé khang in vitro déi véi ciprofloxacin chi yéu 1a do cde dét bién tai vi tri dich trén enzyme
topoisomerase IV va gyrase ADN cua vi khuan qua cdc dét bién nhiéu bude. Nhting dét bién don cé
thé chi lam giam tinh nhay cam véi thuéc hon 1a gay dé khang trén lam sang, nhung dét bién nhiéu
buéc thudng gay dé khang trén lam sang déi véi ciprofloxacin va gay khang chéo véi cdc thudc trong
nhém fluoroquinolone.
Co ché dé khang lam bat hoat cdc khang sinh khac bang cdc hang rao ngan sy tham qua (thuong gap
trén vi khudn Pseudomonas aeruginosa) va co ché bom ra ngoai cé thé anh huéng dén tinh nhay cam
véi ciprofloxacin. Cling da cé bao cao dé khang thuéc qua trung gian Plasmid duoc m4 héa béi gen
gnr. Co ché dé khang lam bat hoat penicillins, cephalosporins, aminoglycosides, macrolides, va

tetracyclines cé thé khéng anh hudng dén hoat tinh khang khuan cia Ciprofloxacin. Cac chting co dé

khang voi cac thudc nay co thé van nhay c4m voi Ciprofloxacin.
Néng 06 diét khudn téi thiéu (MBC) thudng khong vuot qué 2 14n néng 06 tc ché téi thiéu (MIC).
D0 nhay cam in vitro voi Ciprofloxacin
Tan suat khang thudc mac phai cé thé thay déi vé mat dia ly va voi thdi gian d6i véi cdc ching duoc
lua chon, can luu y dén cdc théng tin vé khang thudc 6 dia phuong, nhat la khi diéu tri cdc bénh nhiém
khuan nang. Can thiét tham khao y kién chuyén gia, & noi cé tan suat dé khang nhu vay, khi nghi ngo
vé str dung thudc it nhat trén mét sé loai nhiém khuan.

Ching ai khi gram (+):
Bacillus anthracis
Staphylococcus aureus (vi khudn phan [4p nhay cam véi methicillin)
Staphylococcus saprophyticus
Streptococcus spp.
Ching ai khi Gram (-)
Aeromonas spp Moraxella catarrhalis
Brucella spp. Neisseria meningitidis
Citrobacter koseri Pasteurella spp.
Francisella tularensis Samonella spp.
Haemophilius ducreyi Shigella spp.
Haemophilius influenzae Vibrio spp
Legionella spp Yersinia pestis

Trén in vitro da cho thay céc ching vi khudn duge liét ké dudi day thudng nhay) gamvoi
Ciprofloxacin:

Vi khudn ky khi
Mobiluncus
Vi khuan khac
Chlamydia trachomatis
Chlamydia pneumoniae
Mycoplasma hominis
Mycoplasma pneumoniae
C&c ching sau day cho thdy mire dé nhay c4m khac nhau véi Ciprofloxacin: Acinetobacter baumannii,
Burkholderia cepacia, Campylobacter spp., Citrobacterfreudii, Enterococcus faecalis, Enterobacter
aerogenes, Enterobacter clocae, Escherichia coli, Klebsiella pneumoniae, Klebsiella oxytoca,
Morganella morganii, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia spp.,
Pseudomonas aeruginosa, Pseudomonas fluorescens, Serratia marcescens, Peptostreptococcus spp.,
Propionibacterium acnes.
Cac ching von da dugc coi 1a da khang véi Ciprofloxacin: Staphylococcus aureus (dé khang
methicillin) va Stenotrophomonas maltophilia, Actinomyces, Enteroccus faecium, Listeria
monocytogenes, Mycoplasma genitalium , Ureaplasma urealitycum, vi khuan ky khi (Trir Mobiluncus,
Peptostreptococus, Propionibacterium acnes)
Dac tinh dug dng hoc
Hap thu

Ciprobay Tab/Gar/CCDS 19/10052019/PI VN01 12

1) Pte
'oad,
varte
51
96 1

Administrator
logobvtv



Sau udng ligu don vién nén 250 mg, 500 mg va 750 mg Ciprobay duge hap thu nhanh va hoan toan,
chu yéu tai ruét non va dat néng dé téi da trong mau sau 1 -2 gid.
Sinh kha dung tuyét déi dat khoang 70 -80%. Néng d6 téi da trong huyét tuong (Cmax) va téng dién
tich duéi duéng cong (AUC) tang ti 1é véi liéu ding.
Phan bo
Kha nang gan két véi protein cua Ciprofloxacin la thap (20

- 30%), va thudc cé mat trong huyét tuong
phan Ién 1a dang khdng ion hoa. Ciprofloxacin cé thé khuyéch tan ty do ra bén ngoai thanh mach. Thé
tich phan bé thuéc 0 mire én dinh 1a 2 -3 L/kg thé trong co thé cho thay ciprofloxacin cé thé tham

nhap vao cdc mé va dat dén néng d6 vuot trén néng dé tuong ting trong huyét thanh.
Chuyén hoa
Cac néng dé nhé cia 4 chat chuyén hod da duoc bdo c4o gém: desethyleneciprofloxacin (M1),
sulphociprofloxacin (M 2), oxocirpofloxacin (M 3), va formylciprofloxacin (M 4). Trén in vitro, cac
chat chuyén hoa tir M 1 dén M3 cé hoat tinh khang khudn tuong tu ho&c thap hon hoat tinh khang
khudn ctia acid nalidixic. M4, hién dién véi Ivong nhé nhat, cé hoat tinh khang khudn trén in vitro
tuong duong chi yéu véi norfloxacin.
Thai trix
Ciprofloxacin duge chuyén hod chu yéu dudi dang khéng chuyén hod qua than va véi mét mite 06 nhé
chuyén héa ngoai than.
Tré em

Trong mét nghién ctru trén tré em, Cmax va AUC khéng phu thudéc vao tuéi. Khong quan sat thay 00 su

tang dang ké Cmax va AUC khi ding nhiéu liéu (10mg/kg/TID). Trén 10 tré bi nhiém khudn nang duéi
1 tudi, Cmax sau I gid tiém truyén tinh mach voi liéu 10mg/kg 1a 6,1mg/L (gidi han tir 4,6 - 8,3 mg/L);
d6i véi nhom tré tr 1 dén 5 tudi, chi sé Cmax 1a 7,2 mg/L (gidi han tir 4,7-11,8 mg/L). Gid tri AUC la
17,4 mg'h/L ( gidi han tir 11,8.8 - 32,0 mg"h/L) va 16,5mg"h/L (gioi han tr 11 0 - 23,8 mg"h/L) & cdc
nhém tudi tuong tng néu trén. Nhiing gia tri nay nam trong giéi han da duoc bao cdo déi voi ngudi
lon 0 lidu didu tri. Da trén dan sé, phan tich vé duge déng hoc trén cac bénh nhan 1a tré em vdi
loai nhiém khudn khac nhau, thi thoi gian ban huy duge du dodn 1a khoang 4 dén Sgjp vasifih kha
dung cia dung dich treo ding dong udng 1a khoang 60%.
Dé ligu an toan tién lam sang
Déc tinh cap
Déc tinh cAp cua ciprofloxacin ding dudng udng duoc danh gia 1a rat thap. Theo timg loai, liéu gay
chét 50% (LDs0) sau tiém tinh mach 18 125 - 290 mg/kg.
Déc tinh man
> Cac nghién ci vé tinh dung nap lau dai trén 6 thang
Liéu dung tdi 500 mg/kg va ca liéu 30 mg/kg due dung nap ma khéng gay anh hudéng lan luot trén
khi va chudt. Cé sy thay déi 0 éng luon xa ctia than 0 mét sé khi ding liéu cao nhat (90 mg/kg).
Gay ung the
Trong cac nghién ciru vé kha nang gay ung thu trén chudt nhat (21 thang tudi) va chudt lén (24 thang)
voi liéu cao téi khoang 1000mg/kg thé trong/ngay trén chudt nhat va 125 mg/kg thé trong/ngay trén
chudt Ién (liéu tang dén 250mg/kg thé trong/ngay sau 22 tuan), khong thay xudt hién bat ky bang
chimg kha nang gay ung thw & bat ky liéu nao.
Déc tinh trén su sinh san
> Cac nghién ctru trén kha nang sinh san cia chudt
Ciprofloxacin khéng gay anh hung lén kha nang sinh san, sw phat trién trong tir cung va sy phat trién
sau khi sinh, cfing nhu trén kha nang sinh san cia thé hé Fl.
> Cac nghién ctu déc tinh trén phéi thai
Chua phat hign bang chimg gay déc cho phi hoac gy quai thai cia ciprofloxacin.
> Su phat trién trudc va sau khi sinh trén chudt
Chua phat hign bat ctr anh huéng nao cua thuéc dén sw phat trian trudc va sau khi sinh cua loai vat
nay. 0 cudi giai doan nudi, cac diéu tra bénh st ciing khéng chi ra bat ky dau hiéu nao vé tén thuong
khop 0 cdc con vat it tudi.
D6t bién gien
8 thir nghiém véi ciprofloxacin trén in vitro vé bién déi gen da duge thuc hign.
Mac du két qua cia 2 trong sé 8 thir nghiém in vitro nay (bao goém Nghién ciru dét bién gen gay u
bach huyét trén chuét (Mouse Lymphoma Cell Forward Mutation Assay) va Nghién ctru nuoi cay té
bao gan chudt da thay déi DNA (Rat Hepatocyte Primary Culture DNA Repair Assay) la duong tinh,
tat ca cac hé thong thir nghiém in vivo bao gém tat ca cac tiéu chi lién quan déu cho két qua 4m tinh.

1

Cac nghién cwu vé dé dung nap cia khép
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Ciing nhu cdc chat tic ché men gyrase khac, ciprofloxacin gay tén thuong cdc khép lén, chiu trong luc
ctia co thé trén cdc loai vat chua truéng thanh.
Mire 06 tén thong sun rat khdc nhau tuy thuéc vao tudi, loai, va lidu ding; mire 06 tén thong cé thé

giam bot néu giam luc dé lén cac khop. Cac nghién citu trén dong vat truéng thanh (chudt, ché) cho
thay khong cé ton thuong syn. Trong mOt nghién citu trén cho san, str dung ciprofloxacin ligu cao (gdp
1,3 dén 3,5 lan lidu diéu tri) gay thay adi khép sau 2 tuan diéu tri, nhting thay déi nay van cdn quan sat

thay sau 5 thang. 6 liau diéu tri, khéng thay nhiing anh hudng néu trén.
ol

Han ding ;

60 thang ke tir ngay san xuat.
Khong sir dung thuéc qua han ghi trén bao bi

Diéu kién bao quan
Khéng bao quan 0 nhiét dé trén 30°C.

Quy cach déng géi
H6p 1 vi chira 10 vién bao phim.

Tiéu chuan chat lrong
Tiéu chuan co sd.

Nha san xuat
Bayer HealthCare Manufacturing S.r.1.
Via delle Groane 126- 20024 Garbagnate Milanese (MI), Y

Ngay duyét ndi dung tom tat sn pham:
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