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Dung djch truyén tinh mach
200 ml dung dich truyen co chiya 400 mg ciprofloxacin dudi dang lactate

Chi dinh cach dung, chéng chi djnh
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200 ml infusion solution Ciprofloxacin 400 mg
Broad-spectrum antibiotic
On prescription only. For intravenous infusion.

200 ml infusion solution contains 400 mg ciprofloxacin as lactate
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outh East Asia) Pte Ltd

S
Bayer { &2 Chulia Stree
OCHBC Cenue East, 14" Floor
Singapore 049514
R. Thuéc bdn theo don
Ciprobay® 400mg
Ciprofloxacin 400mg/200ml
Dung dich truyén Khang sinh pho rong
Bayer Pharma AG

Thanh phén

Hoat chét chinh:

Ciprobay 400 mg (dung dich truyén):

1 chai 200 ml dung dich truyén chira 400 mg ciprofloxacin.

T4 duge: lactic acid. sodium chloride, hydrochloric acid. nuéc cat pha tiém.

Mo ta sian phim
Dung dich trong gén nhu khéng mau hodc vang nhat.
pH cta dung dich dé truyén trong khoang tir 3.9 dén 4.5

Chi dinh

CAC NHIEM TRUNG €O BIEN CHUNG VA KHONG BIEN CHUNG DO CAC TAC NHAN GAY
BENH NHAY CAM VOI CIPROFLOXACIN.

Nhiém trung duong hdé hap: Ciprofloxacin c¢é thé duoc dung trong diéu tri viém phéi do Klebsiella,
Enterobacter, Proteus, E.coli, Pseudomonas, Haemophilus, Branhamella, Legionella spp. va
Staphylococci.

Nhiém trung tai gilra (viém tai gilra) va cac xoang quanh mii (viém xoang), dac biét nguyén nhan do vi

khuan Gram am, ké ca Pseudomonas aeruginosa hay do Staphylococci.

Nhiém tring mat

Nhiém trung thin va/hoic duong tiét niéu

Nhiém tring co quan sinh duc, ké ca viém phén phu, bénh lau va viém tién lidt tuyén Baye
Nhiém tring 6 bung (nhu nhiém tring dudng tiéu hoa hodc dudng mat. viém phic mac)
Nhiém trung da va mdé mém OC
Nhiém tring xwong va khép

Nhiém triing huyét

Nhiém triing hodc ¢6 nguy co nhlem trung (du phong) trén bénh nhan bi suy giam hé mién dich (vi du bénh

nhén dang dung thudc trc ché mién dich hodc giam bach ciu)

Khir tring dudng rudt ¢6 chon loc & cac bénh nhan suy giam mién dich

Tré em

Ciprofloxacin ¢6 thé dugc sir dung o tré em cho diéu tri chon lya thir 2 hodc thir 3 trong cac nhiém tring
dudng tiét niéu c6 bién ching va viém than-bé than do Escherichia coli (46 tudi dugc ap dung trong cac
thit nghiém 1am sang: 1-17 tudi) va cho diéu tri viém phoi cip nang do bénh xo nang di kém voi
Pseudomonas aeruginosa (d9 tuéi dugc ap dung trong cac thir nghiém lam sang: 5-17 tudi).

Viée diéu tri chi nén bét dau sau khi da danh gia can than giia lgi ich/nguy co., do thudc cé thé cé nhimg
tac dung khéng mong muédn lién quan dén khop va/hodic cac mé xung quanh.

Céc thu nghiém lam sang trén tre em da dugc thuc hién trong nhitng chi dinh néu trén. P&i véi nhiing chi
dinh khac. kinh nghiém lam sang con han ché.

Bénh than liy truyén qua dwong ho hép (sau tiép xiic) trén ngudi 16m va tré em W
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Dé lam giam tan suat bénh moi hodc giam sy tién trién cua bénh sau khi tiép xdc v6i Bacillus anthracis

trong khong khi.

Liéu lwong va cich ding

Liéu lugng ‘ ‘

Trir khi thude dugc ké toa theo cach khac. liéu hang ngay sau day duoc dé nghi:

Nguweoilon:

Bing I: Liéu khuyén cdo méi ngay cia Ciprobay tmyé‘n tinh mach trén bénh nhin nguwdi lon

Cic chi dinh ' Liéu mdi ngay ciia Ciprofloxacin (tinh
! theo mg) doi véi dung dich Ciprobay
j truyén tinh mach

Nhiém trang duong hé hap M&i lin 400 mg, ngay 2 lan
(tiy muc d¢ nang nhe va vi khuén gdy bénh) | t&i mbi lan 400 mg, ngay 3 lan

| Nhiém trung tiét niéu:

— cép. khéng bién chimg - Moi lan 200 mg. ngay 2 lan téi moi lan

400 mg. ngay 2 lan
e 4 - Mdi lan 400 mg. ngay 2 lan t6i mdi lan
— ¢6 bién chimg 400 mg, ngay 3 lan
Nhiém tring duong sinh duc
- viém phan phuy, viém tuyén tién ligt. viém mao tinh hoan— | Mai 1in 400 mg. ngay 2 lan t6i mdi lan

tinh hoan 400 mg, ngay 3 lan

Tiéu chay Mbi lan 400 mg. ngay 2 lan
Nhiém trung khac (xem phan chi dinh) Mbi lan 400 mg, ngay 2 l4n
Nhiém tring rat trdm trong. de doa tinh mang, nhu Mai lan 400 mg. ngay 3 lan
— Nhiém trung tai phat trong bénh xo nang (cystic fibrosis)

— Nhiém trung xuong va khop

— Nhiém tring huyét
— Viém phic mac

Pac biét khi c6 sy hién dién cua Pseudomonas,
'l Staphylococcus hodc Streptococcus

Tré em va thiéu nién
Bing 2: Liéu khuyén cio méi ngay cia Ciprobay truyén tinh mach ¢ bénh nhdn tré em va thiéu nién

Chi dinh | Liéu mdi ngay ciia ciprofloxacin (tinh theo mg) |
_ | d6i voi dung dich Ciprobay truyén tinh mach
Cac nhiém trung trong bénh xo nang 3 x 10 mg/kg thé trong (toi da 400mg/liéu )

Céc nhiém trung dudng tiéu c6 bién ching va viém | 3 x 6 mg/kg lhé trong dén 3 x 10 mg/kg thé trong
than bé than (toi da 400mg/liéu )

Thong tin bé sung trén cdc din sé bénh nhan dgc biét
Tré em va thanh thiéu nién

Liéu ding Khuyén cao: xem Bang 2 )PV

Thong tin thém trén nhitng bénh nhdn ddc biét

(]
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P Tréem va thiéu niénLiéu ding khuyén cio: xem Bang 2

B Ngudi on tubi (trén 65 tudi)

Nhitng bénh nhin 16n tudi nén diing lidu cang thip cang tbt tiy theo mirc dé nang nhe ctia bénh va dj thanh
loc creatinine (Xem muc “Bénh nhdn suy gan, suy thdn ).

> Bénh nhan suy gan, suy than

¢ Bénh nhan suy than

Bing 3: Liéu khu_vén cdo vai bénh nhin suy thian

B¢ thanh thai creatinin Creatinin huyét thanh Tong lidu truyén tinh mach moi
[mL/phut/1,73 m’ ] [mg/100 mL] ngay cua ciprofloxacin

30 dén 60 1.4dén 1,9 Toi da 800 mg

Dudi 30 >2,0 Téi da 400 mg

e  Céc bénh nhan suy thin dang chay thdm tach

Dbi voi cdc bénh nhan co 46 thanh thai creatinin trong khoang tir 30-60 mL/phit/1,73m? (suy thin vira
phai} hoac néng do creatinin huyét thanh tir 1,4 dén 1,9 mg/100 mL, thi liéu ding ciprofloxacin truyén tinh
mach tdi da hang ngay l1a 800 mg.

Péi v6i cic bénh nhian c¢6 do thanh thai creatinin nhé hon 30 mL/phit/1.73m? (suy than nng) hodc
creatinin huyét thanh lén hon hodc bang 2.0mg/100 mL liéu diing ciprofloxacin truyén tinh mach hang
ngay toi da 12 400 mg khi thdm tach. nhimg ngay sau khi thim téch.

e DBénh nhdn suy thdn dang tham tach mang bung lién tuc ngoai tri (Continuous Ambulatory Peritoneal
Dialysis-CAPD)

B& sung dung dich truyén tinh mach Ciprobay vao dich tham tich (trong mang bung): 50 mg ciprofloxacin
/it dich thim tach. dung 4 lan/ngay, mdi 6 gio.

« Bénh nhan suy gan

Trén céc bénh nhin c6 chirc nang gan suy giam, khdng can diéu chinh liéu ding,

Cidc bénh nhan suy thdn va suy gan

Dbi vai cac bénh nhén c6 dg thanh thai creatinin trong khoang tir 30-60ml/phut/1, 73m? (suy thin murc vira
phai ) hodc ndng d§ creatinin huyét thanh tir 1,4 dén 1.9 mg/100mL. léu truyén tinh mach hang ngay 16i da
cua ciprofloxacin 1a 800 mg.

DGi vdi cac bénh nhan c6 dé thanh thai creatinin nhé hon 30 mL/phit/1,73m’ (suy than nang) hoic
creatinin huyét thanh 16n hon hodc bang 2.0 mg/100 mL .lidu dung ciprofloxacin truyén tinh mach hang
ngay ti da 1a 400 mg.

Tre em

Chua cé nghién ciru vé lidu ding & tré em ¢6 suy giam chirc ndng than va/hoac suy giam chitc nang gan.
Cach dung

Dl‘mg truyén qua dudng tinh mach

Truyén Ciprobay qua dudmg tinh mach trong thoi gian kéo dai hon 60 phat. Truyén thude chim vao mét

tinh mach lon s€ han ché t6i da su kho chiu cho bénh nhan va glam nguy co kich thich tinh mach. Cé thé
truyén dung dich thuée hoiic truc tiép hodc sau khi pha chung véi cdc dung dich truyén tuong hop khic.

Tru phi da I\hang dinh duge dung dich thuée tuong hop véi céc dung dich khac hodc thube khac, néu
khéng phdi truyén thudc riéng. Cac déu hiéu bat twong hop 13 két tha thude. duc va bién mau.

Sy bét tuong hop xay ra voi bat ky dung dich truyén hodc thude nao khong 6n dinh v& mat héa hoc hay vit
ly tai ndéng d pH cua dung dich thude (vi du penicillins, dung dich heparin), dic biét khi két hop véi cac
dung dich cé pH kiém {pH cna dung dich truyén Ciprobay: 3,9-4,5).

Chi su dung cac dung dich trong subt

Thii gian diéu tri

Thoi gian didu tr tuy thude vao do tram trong cla bénh. dién bién vé 1am sang va veé vi triing hoc. Cén diéu
tri tlep tuc téi thidu 3 ngay sau khi hét sbt hozc hét triéu chimg 14m sang. Thai gian didu tr] trung binh:

P Negwoi lon:
- 1 ngay trong trudng hop lau cap khong bién chimg,
- dén 7 ngay trong nhidm trung thin, dudng niéu va & bung. ,
/M((/
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- subt toan b giai doan giam bach ciu cua bénh nhan bi giam sirc dé khang,
- t6i da 2 thang trong viém tuy xuong,
- va 7-14 ngay trong tat ca nhiém tring khéc.
Diéu trj téi thiéu 10 ngay trong nhiém tring do Strepfococcus vi nguy co xay ra bién chimg mudn.
Nhi&m trung do Chlamydia spp. nén dugc diéu tri t6i thidu 10 ngay.
» Tré em va thiéu nién
Bénh xo nang .
Déi véi viem phéi cp ning cta bénh xo nang do nhiém Pseudomonas aeruginosa & tré em (d9 tudi tir 5 —
17 tudi), thoi gian diéu tri 1a 10 -14 ngay.
Nhiém triing dwing tiét nigu ndng va viém thdn bé thin
Déi voi nhidm tring duong tiét niéu nang va viém than-bé than do Escherichia coli. thoi gian diéu tri tir 10

— 21 ngay.

Chéng chi dinh

Qua man vai ciprofloxacin hodc cac quinolon khac hodc bat ky ta dugc nao (xem muc “Danh muc cdc td
dwoc”).

Dung ddng thoi ciprofloxacin véi tizanidine (xem muc “Twong tdc voi cdc thude khdc va cdc loai tiwong
tdc khdc"').

Canh bdo va thin trong

Nhiém tring nang va nhiém khuan do vi khuan Gram duwong va vi khuén ky khi

Trong viéc diéu trj cac trudng hop nhiém tring nang, nhiém tu cu khuan (Staphylococci) va nhidém tring
do vi khuan kj khi, Ciprobay phai sir dung phdi hgp vai cac thude khang khuan thich hop.

Nhiém trung phé ciu khuan Streptococcus pneumoniae

Khéng khuyén cdo ding Ciprobay trong diéu tri nhiém phé cau khuan do hiéu qua chéng Streptococcus
pneumoniae ¢on han ché.

Nhiém tring dudng sinh duc

Nhiém trung duomg sinh duc c6 thé do dong lau cdu khuan (Neisseria gonorrhoea) khang thude
fluoroquinolon. Trong truomg hop nhiém trung duong sinh duc do hodc nghi ngd do lau cau khuan
(Neisseria gonorrhoea), diéu quan trong la can thu thap cac théng tin vé tan sudt khang thudc
ciproflocxacin tai dia phuong va xac dinh dugc d6 nhay cam véi thudc dua vao cac test thir.

Réi loan tim mach

Ciprobay c6 lién quan dén cac truong hop kéo dai doan QT (xem muc “Tdc dung khéng mong muon”™). Do
phu nir ¢6 xu huéng co khoang QT dai hon so v&i nam giai, nhimg bénh nhan nay c6 thé nhay cam hon véi
céc thude c6 tac dung kéo dai khoang QT. Bénh nhan cao tudi ciing c6 thé nhay cam véi nhiing tac dung
cua thude trén khoang QT hon. Can than trong khi sur dung Ciprobay cung v6i nhimg loai thuéc co the lam
kéo dai khoang QT (vi du nhu céc thubc chéng loan nhip tim loai IA hodc loai 1ll, cac thudc chdng trim
cam ba vong. cic khang sinh macrolid, cac thude chéng loan than) (xem muc “Twong tdc voi cdc thuée
khac va cac loai twong tdc khac™), hogc trén nhimg bénh nhan cé cic yeu tb nguy co cua viéc kéo dai
khoang QT hodc xodn dinh (vi du hoi ching khoang QT dai bam sinh, mat can bang dién giai chua dugce
diéu tri nhu tinh trang ha kli mau hoac ha magnesi mau va bénh ly vé tim nhu suy tim, nhdi méu co tim
hoac nhip tim cham.

Tré em va thiéu nién

Gibng nhu cdc thude khac ciing nhém, ciprofloxacin ciing ¢6 thé gy dau khép tai nhitng khép 16n chiu
trong luc trén dong vat chua truong thanh, Phan tich vé cac dir liéu an toan hién cé vé viée su dung
ciprofloxacin trén nhimg bénh nhan dudi 18 tudi, trong d6 da s truomg hop 1 bénh xo nang. chua dua ra
bat ky bang ching nao vé tén thuong sun va khap lién quan dén thube. Ngoai viée sir dung thubc dé diéu
tri viém phéi cap niang do bénh xo nang gay ra boi nhiém Pseudomonas aeruginosa (tré em tir 5 — 17
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tudi). nhiém trung dudng tiét niéu co bién chimg va nhiém tring than-bé than do Escherichia coli (iré em
tir 1 — 17 tudi), va bénh than (sau phoi nhiém). chua cé nghién ciru vé sir dung Ciprobay cho phﬁng chi
dinh khéc. Kinh nghiém lam sang cho viéc sir dung thudc trong nhitng chi dinh khéc con han che.

Tiang mén cim
Trong vai truong hgp. tang man cam va phan Ung dj img co thé xay ra ngay liéu ding dau tién (xem muc
“Tac dung khong mong muon”) va nén théng bao cho bac si biét ngay lap tirc.

Phan tmg phan vé/dang phan v¢ trong nhitng trudng hop rat hiém gap co thé tién trién dén sdc de doa sinh
mang. trong vai truong hop xay ra sau khi dung Ian dau (xem muc “Tdc dung khong mong muon™). Trong
nhimg truong hgp nay phai ngung Ciprobay. can tién hanh diéu tri ndi khoa (vi du diéu tri sdc).

Hé tiéu hoa

Trong truong hop bi tiéu chay nang hodc keéo dai trong hodc sau khi diéu tri, cin tham khao béc si do triéu
chimg nay c6 thé che déu mat bénh ly dudng tiéu héa nghiém trong (viém dai trang gia mac de doa sinh
mang co thé gy tir vong) can duoc dleu tri ngay (xem muc “Tdc dung khong mong muon’). Trong truong
hop nay phai ngung Ciprobay va tién hanh diéu trj thich hop (vi du vancomycin, ubng 250 mg x 4
ldn/ngay). Chdng chi dinh dung nhimg thudc trc ché nhu dong rudt trong truong hop nay.

Hé gan mat

Céc truong hop hoai tir gan va suy gan de doa tinh mang da dugc bao cao vai Ciprobay. Trong céc bién ¢
c6 bat ky dau hiéu va triéu chimg no cua bénh gan (nhu chdn an, vang da. nudc tiéu sam mau, ngira hodc
cang chudng bung), can phai ngimg thube (xem muc “Tac dung khong mong mudn™).

Cé thé ¢6 tang tam thoi cac transaminase, phosphatase kiém hodc vang da do «r mat, dac biét trén cac bénh
nhén c6 tn thuong gan trude d6, nhing ngudi didu trj bing Ciprobay, (xem “Tac dung khong mong mudn

Hé¢ co xwong

Cén sir dung than trong Ciprobay trén cic bénh nhan bi bénh nhugc co, do cac triéu chimg c6 thé trim
trong hon. Viém gén va dat gin (chu yéu trén gan Achilles), d6i khi & ca hai bén, c6 thé xay ra vdi
Clprobav tham chi trong vong 48 gio diéu tri dau tién. Viém va dirt gan co thé xay ra trong khoang thoi
gian cho den vai thang sau khi ngu‘ng diéu tri voi Ciprobay. Nguy co bénh ly vé gén c6 thé tang 1én &
ngudi cao tudi hoic trén bénh nhan diéu trj déng thoi véi cac corticosteroid.

Néu c6 bt cir dau hiéu nao cia viém gan (vi du sung dau, viém) nén ngung sir dung ciprofloxacin va tham
khao bac si. Nén luu y giir cho chan bi ton thuong dugc nghi ngoi va tranh nhimg van dong khong thich
hop (do c6 thé lam tang nguy co dit gan co).

Cén than trong khi str dung Ciprobay ¢ nhimg bénh nhan cé tién sur réi loan gan co lién quan dén diéu tri
vai quinolone.

Hé thén kinh

Ciprobay, gidng nhu cac quinolon khéc, ¢6 thé khoi phat con co gidt hoge ha thip ngudng co giat. (o] nhimg
bénh nhan dong kinh va bj rdi loan than kinh trung wong trudce do6 (vi du ngudng dong kinh thap, tién can
dong kinh, giam huru luong mdu nio. cau tric ndo bj ton thuong hodc dot qui). chi dung Ciprobay khi da
can nhic loi hai gifia tac dung cai thién cua thudc va nguy co do nhilng bénh nhén nay cé thé bi nguy hiém
vi nhitng tac dung khéng mong muon c6 thé ¢ trén hé thin kinh trung uong. D3 c6 bdo cdo ve cac truong
hop dong kinh lién tuc (xem muc " Tdc dung khéng mong muon™). Néu xay ra co giat, can ngimg sir dung
Ciprobay.

Cac phan (g trén tam than co the xay ra tham chi ngay sau liéu dau tién cua khang sinh fluoroquinolon.
bao gom ca Ciprobay. Mét s6 hiém trudong hop, trdim cam hodc cac phan g loan than co thé tién trién toi
viéc xuat hi¢n y tuong/y nghi ty sat va hanh vt tu gdy nguy hiém cho ban than, vi du nhu cdc truong hop ch
gang tu tr hodc tu tur thanh cong (xem muc “ Tdc dung khong mong muon™).. Trong cac bién ¢ ma bénh
nhén c6 bat ky phan img néo nhu vay, can ngung Ciprobay va ap dung céc bién phap diéu tri phu hop.

D4 c6 bao céo vé cac truong hop cé bénh ly da day than kinh cam gidc hodc cam giac van dong dan t6i di
cam, giam cam giac, loan cam hoac yéu co trén cac bénh nhan dung fluoroquinolon. bao gdom ca Ciprobay.
Can khuyén cac bénh nhéan dang diéu tri Ciprobay phai bdo cdo cho cac bac sy trude khi tiep tuc tri ligu
néu xuat hién cac triéu ching bénh than kinh nhu dau, cam gidc bong rat. dau nhai, té hay yéu co (xem muc
* Tac dung khong mong muon™).

Da va cic bo phin lién quan /L&V

Ciprobay IV/CCDS16/100112/P1 VNOI 5

g

oy



Ciprofloxacin ¢ thé gdy ra cac phan (mg nhay cam véi anh sang. Bénh nhan dang uéng Ciprobay nén tranh
tiép xtc tryc tiép véi anh sang mat troi hoac tia cuc tim qua nhiéu. Nén ngung diéu tri néu c6 hién turong
nhay cam anh sang (vi du phan tng da gidng nhu phong) (Xem muc "Tdc dung khong mong muon").

Cytochrome P450:

Ciprofloxacin gay (rc ché & mirc d¢ vira phai enzym CYP 450 1A2. Cén than trong khi ding déng thoi voi
cac thubc khac cing chuyén hoa qua hé thdng enzym (nhu tizanidine, theophylline. methylxantines,
caffeine. duloxetine. ropinirole. clozapine. olanzapine). Néng d¢ cac thude nay trong huyet thanh va céc tac
dung khong mong mubn déc trung cua thudc c6 thé tang 1én do tac dung (rc ché chuyén hoa, dao thai cia
Ciprofloxacin (Xem muc "Twong tdc véi cdc thudc khdc va cdc dang tuong tdc khdc ).

Phan irng tai chd truyén

b3 c¢6 truong hop gay phan (mg tai chd truyén tinh mach sau khi dung Ciprobay (Xem muc “Tdc dung
khong mong muon). Phan (ng nay thudng xay ra khi thoi gian truyén khoang 30 phut hay it hon. N6 biéu
hién bang phan (g da tai chd. bién mat nhanh khi chdm dut truyén. Khong chdng chi dinh dang thudc tiép
tuc trir phi phan (g tai phat hoac nang hon.

Twong tac véi cdce test thir

Trong cdc nghién ctru in vitro, hiéu luc cua ciprofloxacin cé thé gdy anh huong dén cac test nudi cay
Mycobacterium tuberculosis do thudc tic ché sy phat trién cua mycobacterium, tao ra két qua am tinh gia
trong cdc mau bénh pham cia bénh nhan c6 sir dung Ciprobay.

Twong tic véi cic thude khac va cac dang trong tac khac

Cic thube giy kéo dai khoang QT

Tuong tr nhu céc quinolon khac. can thén trong khi sir dung Ciprobay trén céc bénh nhén dang dung cac
thudc lam kéo dai khoang QT (vi du céc thude chong loan nhip nhom IA va nhém 111, cac thuéc chong tram
cam 3 vong, cac khang sinh macrolid. cac thude chdng loan than) (xem phan " Canh bdo va thén trong™).

Probenecid

Probenecid can tro sy bai llet qua than cua ciprofloxacin. Dung déng thoi cac thude chaa probenecid voi
ciprofloxacin lam gia tang ndng do Ciprobay trong huyét thanh.

Tizanidine

Mot nghién ctu 1am sang trén ngudi khoé manh cho thay khi dung kém vai ciprofloxacin thi ndng dd cua

tizanidine trong huyét thanh ting lén (ndng d6 Cmax tang 7-lan, khoang tang: 4 téi 21- lan; AUC tang: 10
lan. khoang tang: 6 tGi 24 lan). Kém theo d6 la nguy co ha huyét ap va tac dung an thdn (xem muc
“Cytochrome P450™ trong muc “Canh bédo va than trong™). Khéng ding dong thoi cdc thude chira tizanidine
v6i Ciprobay, (xem muc “Chéng chi dinh”).

Theophylline

Dung déng thoi ciprofloxacin va cdc thudc chira theophylline co thé gdy ra su gia tang ngoai ¥ nong do
theophylline trong huyét thanh. Diéu nay c6 thé giy ra tac dung khéng mong muon do theophylline. trong
rat hiém cac truong hop cac tac dung khong mong mubn nay cé the de doa sinh mang hodc gdy tu vong.
Néu bugc phai dung dbng thoi hai loai thudce nay. nén kiém tra ndng do theophylline trong huyét thanh va
nén giam liéu theophylline thich hop (Xem muc “Cytochrome P450" trong muc “Canh bdo va thdn
trong").

Cic din xuit xanthine khac

Da c6 bao cdo vé tang nong do cac dan xuét xanthine trong huyét thanh khi ding dong thoi ciprofloxacin
véi céc thude c6 caffeine hoac pentoxifylline (oxpentifylline).

Phenytoin

Thay d6i nong do huyét thanh cua phenytoin (ting hodc giam) da dugc quan sat trén cac bénh nhan dung
dong thoi Ciprobay va phenytoin. Dé tranh lam giam su kiém soét co giat do giam ndng d¢ phenytoin va
dé tranh cac tac dung khéng mong muén do qua liéu phenytoin khi ngimg dung Ciprobay trén bénh nhan sir
dung déng thoi ca hai thude. can giam sat diéu tri phenytoin bao gdm ca do nong do phenytoin huyét thanh,
trong va ngay sau liéu trinh phdi hop C:probay va phenytoinMethotrexate

Su van chuyén cua methotrexate trong 6ng than c6 thé bi uc ché khi ding ddng thoi véi Ciprobay va lam
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ting ndng do cuia thube nay trong huyét thanh. Diéu nay 6 thé lam tang nguy co gap cac phan timg déc hai
ctia methotrexate. Do d6 can theo ddi bénh nhan chit ché khi dung dong thoi voi Ciprobay.

NSAID

Tir céc nghién ciru thuc nghiém trén dong vat, ngudi ta thiy phdi hop quinolone (cac chét trc ché men
gyrase) liéu rét cao véi vai thude khang viém khong steroid (ngoai trir acetylsalicylic acid) c6 thé gy ra co
gidt.

Cyclosporin

Nguai ta ghi nhan c6 sy gia tang thoang qua ndng do creatinine huyét thanh khi ding déng thoi cac thude
chura ciprofloxacin va cyclosporin. Vi 1& do, can phai theo ddi thuong xuyén nong do creatinine huyét thanh
(hai 1an/ tuan) cho nhirng bénh nhan nay.

Cic chit dbi van vitamin K

Viéc dung dong thoi Ciprobay véi thudc ddi van vitamin K c6 thé lam tang tac dung chbng dong cia thube
nay. Nguy co ny ¢6 thé thay déi theo cdc yéu td nhu nhidm tring tiém an. tudi va tong trang cia bénh
nhan. do d6 rat khé danh gia su gop phan cua ciprofloxacin vao viéc lam tang INR (international normal
ratio). Can kiém tra INR thuéng xuyén trong va ngay sau khi diéu tri Ciprobay véi cdc chét d6i vén vitamin
K (vi du nhu warfarin. acenocoumarol. hoic fluindione).

Cic thudc diéu trj dai thao dwomng ding dwong udng

Pa c6 bao cdo vé cac truong hop ha duong huyét khi str dung dong thoi Ciprobay va cac thuéc udng diéu
tri dai thao dudng, chu yéu 1a céc sulfonylurea (vi du glibenclamid. glimepirid), cé 1€ do lam téng tac dung
cua cac thudc udng diéu tri dai thao duong (xem muc " Tdc dung khong mong muon”)

Duloxetine

Cac nghién ciru 1am sang da chimg minh rang diing dong thoi duloxetine véi céc chat {rc ché manh CYP450
1A2 isozyme nhu fluvoxamine co thé 1am ting AUC va Cmax cua duloxetine. Mac du hién tai chua c6 dir
liéu lam sang vé kha nang tuong tac voi ciprofloxacin. nhung cé thé xay ra cac tac dung tuong tyu khi ding
kém (xem muc “Canh bdo ddc biét va thdn trong khi sw dung™).

Ropinirole

Céc nghién ciru 1am sang da cho thay viéc sir dung dong thoi ropinirole véi ciprofloxacin, chét trc ché vira
phai isozyme CYP 450 1A2. s& lam tang thém 60% Cmax. va tang 84% AUC cua ropinirole. Nén kiém tra
cac tac dung khéng mong mubdn c6 lién quan dén ropinirole trong va ngay sau khi dung phdi hop thude nay
vagi Ciprobay (xem muc “Cvrochrome P430" trong muc “Canh bdo ddc biét va than trong khi su dung™).
Lidocaine

Nghién ciru tr%n ng_qfri k!loé manh Qéi chimg minh dung khi dung céc thuéc chira lidocaine kém vai
Eﬁ:ﬁg?ﬁfﬂg ;meglam do thanh thai cua lldoc?me’ﬁnlj mach xuong 22%. Tuy lidocaine dung nap tot

! ; y ra tuong tac c6 lién quan dén céc tac dung ngoai y khi dung dong thoi lidocaine vai

ciprofloxacin.

Clozapine
]\féng dg clozapine va N-desmethylclozapine ting 29% va 31% twong mg sau 7 ngdy ding phbi hop
ciprofloxacin 250mg va clozapine. Can theo d&i 1am sang va hiéu chinh liéu clozapine thich hop trong ;fé

ngay sau khi phdi hop Ciprobay véi clozapi " :

gay s pine (xem muc “Cyrochrome P4 “Ca i
biét va than trong khi sur dung™). g =l s o
Sildenafil
L;m'\ va AUC cua sildenafil tang lén khoang 2 lin & nguoi
thoi vai 500 mg ciprofloxacin. Do vay. cin thin trone khi k
nhac lgi ich nguy co, i WA

khoe manh sau khi uéng mét liéu 50 mg dong
¢ don Ciprobay dong thoi voi sildenafil va can

Sir dung & phu nir ¢6 thai va cho con bi
Phu nir ¢c6 thai
Cic dir liéu hién c6 vé vige sir dy

s 2 ng ciprofloxacin trén v
tat ctng nhu déc tinh trén thai/tre phu nir man

! ; thai cho thiy khé A A R
so sinh. Cac nghién ciru trén do g dy khong c6 doc tinh gay dij

ng vit cling khong cho thay déc tinh trén
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sinh san. Dya trén co so cac nghién ciru trén dong vat, khong thé loai trir thudc co thé gdy t6n throng sun
khop cia bao thai (xem “Di# liéu an toan tién lam sang™), do vay khong khuyén cdo su dung Ciprobay
trong thai ky .

Céc nghién ciu trén dong vat khong cho thay bét ky bang chimg tac dung gy quai thai (di tat) (xem muc
“Cdc dit ligu an toan tién lam sang").

Phu nir cho con bi

Ciprofloxacin dugc bai tiét qua sira me. Khong khuyén cdo sir dung Ciprobay cho ba me trong thoi ky
cho con b do nguy co ¢ thé gay ton thuong khdp. Ngimg cho con b khi sir dung Ciprofloxacin.

Téc dung trén kha niing l4i xe va vin hanh mdy moc

Fluoroquinolone, bao gdm ciprofloxacin c6 thé anh huong dén kha nang lai xe va van hanh may méc do tac
dung 1én hé than kinh trung uong (CNS) (Xem muc “Tdc dung khong mong muén ). Dac biét khi uéng
ruou kém theo.

Tac dung khong mong mudn

Cic tac dung phu (ADRs) thwdng gip nhit dua trén tit ca cic nghién ciru 1am sang vé ciprofloxacin
(udng, truyén) dwgc phan loai theo cac xép loai ITI ciia CIOMS vé tin suat (toan by n=51621 bénh
nhén.).

Tén suét céc tac dung khong mong mubn bao c4o khi dung Ciprobay dugc tém tat trong bang dudi day.
Trong mdi nhom, tac dung khéng mong mubdn dugc trinh bay theo mirc d§ nghiém trong giam dan.

Tén suét duge md ta nhu sau:

Rét thuong gap (= 1/10);

thuong gap (= 1/100 va < 1/10);

khéng thuong gap (> 1/1.000 va < 1/100);

hiém gap (= 1/10.000 va < 1/1.000);

rat hiém gap (< 1/10.000);

Nhirng tac dung khéng mong mudn chi dugc phat hién trong qué trinh luu hanh thubc, va 1a nhimg tac
dung khong wdc tinh dugc tan sudt, duoc liét ké trong phan “Khéng r3”.

Bing 4: Cic tic dung khong mong muén

Hé co quan Thudng Khdng Hiém gip Rit hiém gap | Khong ro
gap thwong gap

Nhiém khuin Boi  nhifm | Viém rudt ket do

va nhiém ky nam khang sinh (rét

sinh hiém khi gy tu

vong)

R6i loan hé Tang bach cdu | Giam bach céu, | Thicu mau tan

huyét va bach ua eosin thicu mau. giam huyet, ; nat

huyet: bach ciu trung | bach céu hat,

tinh. tang bach | 8idm  huyét
cdu, giam tiéu | cau (de doa
cau, tang tiéu | finh  mang),
cau. gram tuy
xuong (de dog

tinh mang)
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Hé co quan

Thwong
gap

Khéng
thudng gap

Hiém aip

Rat hiém gap

Khong rd

Réi loan hé
mién dich

Phan ung di ng,
phu di 1mg/phi
mach

Phan (mg phan
vé, shock phan
vé (de dog tinh

mang), phan
tng giong
bénh huyét
thanh.

Réi loan chuyén
hod va dinh
dudng

Giam sy thém
an va thirc &n
an vao

Tang dudng mau
Ha duong huyét

R6i loan tAm
than

Tang hoat
dong 14m than
van dong/ kich
doéng

La lan va mat
dinh hudng, phan
ang lo ling, gide
mo bét thudng.
trdm cam (c6 thé
¢ kha ning tién
trién thanh hanh
vi ty gay thuong
tich vi du nhu co
y tudng/suy nghi

Phan ung loan
tam thdn (cd
the c6 kha
nang tién trién
thanh hanh vi
tr gdy thuong
tich. vi du nhu
cO ¥ tuong/suy
nghi va no luc
tir sat hodc tur

va no luc tu st | g4 thanh
hofic wr st thanh | c5p0y

cong ),

ao gidc

Rbi loan hé than
kinh

Dau déu,
choang vang,
rbi loan gidc
nga. i loan
vi giac

Réi loan cam
glac, glam cam
gidc, rtun, dong
kinh (bao gbm ca
trang thai dong
kinh), chéng mit

Pau nita déu,
réi loan diéu
phéi, réi loan
khtru giac,
ting cam gidc,
ting dp  luc
ngi se (gla u
néo}

Bénh ly day thin
kinh ngoai bién va
bénh da diy thin
kinh ngoai bién

ROl loan v& mit

Réi loan thi luc

R&i loan mau
sdc

ROi loan tai va U 1ai, giam thinh | Nghe kém

mé dao luc

Réi loan vé tim Tim dap nhanh Poan QT kéo dai,
loan nhip thét.
xodn dinh *

Réi loan mach Gian mach, ha | Viém mach

mau

huyét 4p, ngat

Réi  loan ho
hap. 1éng nguc
va trung thit

Khé tho (bao
gom ca bénh
hen)
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Hé co quan Thwimg Khong Hiém gip Rit hiém gip | Khong ré
gip thwdng gap
R&i loan tiéu [ Budn nén Nén. dau da Viém tuy
hoa Tiéu chay day rudt. dau
bung, khé tidu,
diy hoi
Roi logn  gan- Tang men | Suy gan, vang | Hoai tir t bao
mat transaminase, |da, viém gan | gan (rdt hiém
ting bilirubin | (khéng phai do | khi tién trién
nhiém tring) din i suy
gan de doa dén
tinh mang)
R&i loan vé da Phét ban.ngira. Phan ang nhay | piém xut | Phat ban mun mi
va cdc md dudi ndi mé day cam  vOi  anh | yyyé ban do | toan than cép tinh
da sang. Munrdp | da dang. ban | (AGEP)
dé  nit, hoi
chimg
Stevens-
Johnson  (co
thé nguy hiém
dén tinh
mang), hoai t&
biéu bi nhiém
doc (co thé
nguy hiém dén
tinh mang}.
R6i  loan co Pau khop Pau co, viém Yéu co, viém
xuong, mé lién khép. tang | &dn, dat gan
két va xuong truong  luc oo (thuong  gap
chudt ritt gin  achille).
lam ndng hon
triéu chimg
cua chiing
nhugc co
ning,
Roi loan thin va Tén  thuong | Suy than, dai
tiét niéu than mau. soi  thin,
viém ong than k&
Réi loan chung | Phan  img | pay  khéng | Phi, dé md hei | Dang di hat
va tai  cho)tai Vi ul|dgac higu, mét | (tang tiét md hai) | Prwomg
truyén tiém truyén | mai. sét
Xét  nghiém Tang Néng do bat Tang INR (¢ cac
tham do phosphatase thudmg cua bénh nhan diéu tri
kiém trong | prothrombin, bing thude ddi
mau tang amylase khang vitamin K)

* nhiing bién ¢d duoge bao cdo trong giai doan luu hanh thude va duge quan sat chu yéu trén nhirng bénh
nhan cé yéu té nguy co kéo dai doan QT (xem muc “Canh bdo dic biét va thdn trong khi sic dung”).

Céc tc dyng ngoai y sau hay gp hon ¢ nhém bénh nhan dung dang truyén hozc dung lién tuc (tir dang
truyén 161 dang uéng):

e
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Thuéng gap: Nén, tang thodng qua men transaminase, phat ban

Khéng thuong gap: | Giam tiéu ¢l tang tiéu cAu. 10 13n va mat dinh hudng, ao giac, 61 loan cam gide,
dong kinh, chéng mét, roi loan thi gidc. giam thinh lue, tim d&p nhanh, gifin
mach. ha huyét ap. ton thuong gan thodng qua. vang da. suy thédn, phu.

Hiém gip: Giam bach cdu, giam tuy xuong, shock phan vé, phan (g loan tdm thén, dau nia
dau. roi loan khiru gide, nghe kém, viém mach, viém tuy, hoai t&r gan. diém xuét
huvét, dut gan.

Thudt ngir MedDRA dwoc sie dung dé mo ta mét s6 phan ving va cde tir dong nghia va cde bénh by lien quan
cua chiing. Cdc thudt ngir ADR dua irén MedDRA phién ban 14.0 (ngoai trur déi véi thudt ngit “ boi nhiém
ndm- Mycotic superinfections " va * dau khéng dac hiéu — Unspecific pain™)

Tré em

Tan sudt mé&i vé bénh khop dé cdp & trén duoe thu thdp tir nhitng dit liéu trong cac nghién ciru trén ngudi
Iém. Cac bao cdo vé bénh khop kha phd bién & tré em (xem muc “Cankh bdo ddc biét vi than trong khi sir
dung™)

Théng bdo cho bdc st nhieng tdc dung khéng mong muén gdp phai khi sir dung thuée.

Qui liéu va céch xir Iy
Ngoai nhitng bién phap cap citu thudng quy, can theo dbi chire ning than, bao gom ca pH nuge tiéu. acid
héa nudc tidu, néu can thiét. dé phong nglra tinh thé ni¢u. Bénh nhan ¢in duge b nude day du.

Chi c6 mdt lugng nhd (<10%) ciprofloxacin dugc thai trir bang cach thdm tich mau hodic thdm tac mang
bung.

Pic diém dwgce Iy hoc

Pie diém dwge lye hoc

Co ché tic dung

Ciprofloxacin ¢6 hoat tinh in vitro chéng lai véi phd rong ca vi khuan gram 4m va gram duong. Tac dung
diét khudn cua ciprofloxacin gay ra do ¢ che cac enzym topoisomerase type Il cua vi khuan (enzym DNA

gyrase) va topoisomerase 1V 13 loai enzym cin thiét cho qua trinh sao chép, phién ma, sira chita va tai to
hop DNA.

Co ché khdng thuéc

Trong céc nghién cGu in vitro su ¢é khang véi ciprofloxacin kha phé bién do cac d6t bién tai vi tri dich trén
enzyme topoisomerase 1V va gyrase ADN ciia vi khudn qua cdc d6t bién da chiéu. Nhing d6t bién don 1¢
¢6 thé chi lam giam tinh nhay cam v&i thude chir khéng gay dé khang trén [Am sang, nhing dot bién da
chidu ¢6 thé gdy dé khang thude trén 1am sang va gay khéng chéo véi cde thude trong nhém guinolone.

Co ché dé khang lam bat hoat cac khéng sinh khac bing céc hang rao tham théu (phé bién dbi voi
Pseudomonas aeruginosa) va co ché bom ra ngoai ¢6 thé anh huémg dén tinh nhay cam véi ciprofloxagin,
Ciing di c6 bao cdo dé khang thude qua trung gian Plasmid giy ra do gen gnr. Co ché dé khang lam bat
hoat penicillins, cephalosporins. aminoglycosides, macrolides, va tetracyclines khéng gdy anh huong dén
tac dung khang khuan ciia Ciprofloxacin. Hién tai chua rd lidu c6 dé khang chéo Ciprofloxacin vai cac
nhom khang khuin khac hay khdng. Cac chiing ¢6 dé khang v&i cac thude ndy ¢6 thé van nhay cam véi
Ciprofloxacin,

Néng do diét khudn t&i thiéu (MBC) thudng khong virot qua 2 14n ndng dé (e ché t8i thiéu (MIC).

B nhay cdm in vitro voi Ciprofloxacin

Tan sudt khang thudc mic phai co thé thay déi vé dia Iy va véi thoi gian dbi véi cac ching dugce lua chon.

can luu ¥ dén cée théng tin vé khang thudc & dia phuong. dac bigt khi diéu tri cac bénh nhidm trang nang.
Nén tham khao ¥ kién bac si néu trong khu vire ¢6 nghi ng& xudt hién khéng thuéc.

Trén in vitro da cho thiy cac ching vi khuén sau day thuong nhay cam voi Ciprofloxacin:

/hi/
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Ching ai khi gram (+):
Bacillus anthracis
Staphylococcus aureus
Staphvlococcus saprophyticus
Streptococcus spp.

Chung ai khi Gram (-)
Aeromonas spp
Brucella spp.
Citrobacter koseri
Francisella tularensis
Haemophilius ducreyi

(nhay cam v&i methicillin)

Moraxella catarrhalis
Neisseria meningitidis
Pasteurella spp.
Samonella spp.

Shigella spp.

Haemophilius influenzae Vibrio spp
Legionella spp yersinia pestis
Vi khuin ky khi
Mobiluncus
Vi khudn khdc

Chlamyvdia trachomatis
Chlamydia pneumoniae
Myvcoplasma hominis
Mycoplasma pneumoniae
Cac chung sau ddy cho thdy murc d6 nhay cam khac nhau voi Ciprofloxacin: Acinerobacter baumannii,
Burkholderia cepacia, Campylobacter spp., Citrobacter freudii, 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 chung dugc coi la da khang vai Ciprofloxacin: Staphylococcus aureus (dé khang methicillin) va
Stenotrophomonas maltophilia, Actinomyces, Enteroccus faecium, Listeria monocytogenes, Mycoplasma
genitalium Ureaplasma wurealitycum, vi khuan ky khi (Trir Mobiluncus, Peptostreptococus,
Propionibacterium acnes)

Pic diém dugc dong hoc

Hip thu

Sau truyén tinh mach ciprofloxacin. nong d¢ thudc trong huyét thanh dat dén muc téi da trung binh vao
cudi giai doan truyén. Dugc dong hoc ctia ciprofloxacin la tuyén tinh véi liéu thude cho dén liéu 400mg
theo duong truyén tinh mach.

Phén b

Kha ning gin két voi protein cua Ciprofloxacin 1a thip (20 — 30%). va thudc c6 mit trong huyét tuong
phéan I6n 1a dang khdng ion hod. Ciprofloxacin cé thé khuyéch tan tu do ra bén ngoai thanh mach. Thé tich
phan b thudc & miic on dinh la 2 -3 L/kg thé trong co thé cho thay ciprofloxacin c6 thé tham nhép vao cac
mé va dat dén nong dd vuot trén ndng do tuong img trong huyét thanh.

Chuyén hod

P x4c dinh c6 mot lugng nho 4 chat chuyén hoa gdm: desethyleneciprofloxacin (M1), sulphociprofloxacin
(M 2). oxocirpofloxacin (M 3), va formylciprofloxacin (M 4). Trén in vitro, cac chat chuyén hoa tir M 1
dén M3 c6 hoat tinh khang khudn tuong tu hoc thdp hon hoat tinh khang khudn cua acid nalidixic. M4,
hién dién vai lugng nho nhat. c6 hoat tinh khang khuén trén in vitro tuong duong norfloxacin.

Thai tric

Ciprofloxacin dugc chuyén hoa chu yéu dudi dang khong chuyén hod qua thian va mdt luong nho hon ngoai
than.
Tréem
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Trong cac nghién ctru trén tré em. Cmax va AUC la cac chi sé khong phu thude vao tudi. Khong quan sat
thdy ¢6 su tang dang ké Cpa va AUC khi ding liéu cao (10mg/kg/TID). Trén 10 tré bj nhiém tring nang
dudi 1 tudi. Cmax sau | gior truyén tinh mach vai liéu 10mg/kg 13 6, Img/L (tir 4,6 — 8,3 mg/L); déi voi nhom
tré tir 1 dén 5 tudi, chi 56 Cumax 1a 7,2 mg/L. Gia tri AUC 1a 17.4 mg'h/L ( tir 11.8 — 32.0 mg'h/L) va tir
16.5mg"h/L (tir 11,0 — 23.8 mg'h/L) & cac nhém tudi tuong (ng néu trén. Nhimg gia tri ndy ndm trong
khoang da dugc bao cdo doi voi ngudi 16n & liéu diéu tri. Dya trén dan sb, phan tich vé duge dong hoc trén
cac bénh nhan la tré em véi nhiéu loai nhiém triung khac nhau. thoi gian ban huy dugc dy doén la khoang 4
dén 5 gid va sinh kha dung cua dung dich treo diing dudng ubng la khoang 60%.

Dir li¢u an toan tién 1dm sang

Déc tinh cap

Pgc tinh cap cua ciprofloxacin ding duong ubng dugc danh gia 1a rét thap. Theo timg chiing loai, lidu gay
chét 50% (LDso) sau truyén tinh mach la 125 — 290 mg/kg.

Doc tinh man

» Cac nghién ctru vé tinh dung nap Jau dai trén 6 thang

Dung dudng ngoai rudt

Trén khi thdy cé tang nhe némg d6 uré va creatinin va cé thay dai trén émg lugn xa cua than ¢ nhom khi
diing liéu cao nhat (20mg/kg).

» Gay ung thu

Trong céc nghién ciru vé kha nang gdy ung thu trén chudt nhét (21 thang tudi) va chudt 16n (24 thang) voi
liéu cao t6i khoang 1000mg/kg thé trong/ngay trén chudt nhét va 125 mg/kg thé trong/ngay trén chudt 16m
(liéu tang dén 250mg/kg thé trong/ngay sau 22 tudn), khong that xuét hién bing chimg kha nang gay ung
thur & bt ky liéu nao.

P Ddgc tinh trén sy sinh san

Cac nghién ciru trén kha nang sinh san cua chudt

Ciprofloxacin khong gay anh huong 1én kha nang sinh san. sy phat trién trong tir cung va sy phat trién sau
khi sinh, cting nhu trén kha nang sinh san cua thé hé F1.

Céc nghién ciru doc tinh trén phoi thai

Chura phit hién bang chimg gy ddc cho phdi hodc giy quéi thai cua ciprofloxacin.

Sur phat trién trude va sau khi sinh trén chuét

Chura phat hién bét cir anh hudng nao cia thube dén sy phat trién trude va sau khi sinh cia loai vit nay. O
cudi giai doan nudi, cac diéu tra bénh sur ciing khong chi ra bt ky ddu hiéu nao vé ton thuong khép & cac
con VAt it tudi.

» Dot bién gien

8 thir nghiém véi ciprofloxacin trén in vitro vé bién déi gen da dugc thuc hién.

Mic di két qua cua 2 trong sé 8 thir nghiém in vitro nay (bao gom Nghién ciru dot bién gen giy u bach
huyét trén chudt (Mouse Lymphoma Cell Forward Mutation Assay) va Nghién ctru nudi cdy té bao gan
chut da thay d6i DNA (Rat Hepatocyte Primary Culture DNA Repair Assay)) la duong tinh, tit ca cac tha
nghiém in vivo hé thong déu cho két qua 4m tinh.

» Cac nghién cilru vé dé an toan cho khop

Ciing nhu céc chét (rc ché men gyrase khac. ciprofloxacin gdy ton thuong cac khop 1én. chiu trong luc cla
co thé trén cac loai vét chua truong thanh.

Miirc d6 tén thuong sun rat khac nhau tuy thudc vao tudi, loai. va lidu dung; mic d6 tén thuong cé thé duoc
giam bot néu giam luc dé Ién cac khép. Cac nghién ciru trén dong vét truong thanh (chuét, ché) cho thay
khéng c6 ton thuong sun. Trong mot nghién ctu trén cho sén, str dung ciprofloxacin lidu cao (tir 1,3 dén
3,5 1an lidu diéu tri) gay thay d6i khdp sau 2 tuan diéu tri. nhimg thay dbi nay van con ton tai sau 5 thang,

O liéu diéu tri, khong thiy nhimg anh huong néu trén. /%é//
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Bit twong hop

Dung dich truyén Ciprobay tuong hop véi cac dung dich mudi sinh ly. Ringer va Ringer lactate, glucose
5% va 10%. fructose 10%. glucose 5% voi NaCl 0.225% hodc NaCl 0,45%. Khi dung dich Ciprobay dugc
pha chung vai cac dung dich tuong hop khéc, vi nhimg ly do vi sinh va sy nhay cam véi anh sang, cac
dung dich nay nén duoc truyén ngay sau khi pha.

Tru phi da Lhc’nng dinh dugc dung dich thudc tuong hop véi cac dung dich khéc hodc thuc khac. néu
khong. phai truyén thude riéng. Céc diu hiéu bét tl.rong hop thude la két tua, duc va bién mau.

Su bat tuong hop xay ra véi bat ky dung dich truyén hodc thubc nao khéng 6n dinh vé mat hoa hoc hay vat
ly tai nong d6 pH cua dung dich thuoc (vi dy penicillins. dung dich heparin). dac biét khi ket hop véi cac
dung dich ¢6 pH kiém (pH cua dung dich truyén Ciprobay: 3.9-4.5).

Han ding
48 thang ké tir ngay san xuét
Khéng sir dung thubc qua han ghi trén bao b

Diéu kién bdo quin
Bao quan tranh anh sang. Khong bao quan trong tu lanh.
Bao quan ¢ nhiét d¢ dusi 30°C ( dudi 86°F)

Quy cach déng goi
Ciprobay 400 mg: Hop 1 chai 200ml dung dich truyén

Huéng din sir dung/tiéu huy
Dé dé sir dung. nén dam xuyén vao vong tron & trung tdm cta nit chan. Néu dam ngoai vong tron nay co
thé gay hong nut chan.

O nhiét d6 bao quan lanh. ¢ thé xay ra ket tua va & nhiét do phong, chét két tia nay sé hoa tan tro lai. Do
vay khong khuyén cdo bao quan dich truyén trong tu lanh.

Dé xa tam tay tré em )

Poc kit hudng din sir dung truée khi dan
o ,.g,. .y_g i .g /VV

Néu cin thém théng tin, xin hoi ¥ kién bdc st

Sén xuat béi: Bayer Pharma AG. 51368 Leverkusen, CHLB Dirc Ltd

Ngay duyét ndi dung tém tat san pham: 10/01/2012 i
Ciprobay IV/CCDSI16/100112/PI VNOI1
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