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B8 - Ciprobay® 200/ Ciprobay® 400mg 1688 Fax; 6496 149,
BA\E’E R Ciprofloxacin 200mg/100ml; Ciprofloxacin 400mg/200ml
R Dung dich truyén tinh mach Khang sinh phd rong
Baver AG

Dé xa tim tay tré em
Doc ky hwong dén sir dung trwée khi diung
Thuoc nay chi diing theo don thuoc
Néu cin thém thong tin, xin héi y kién bdc st

Thanh phin cong thirc thude
Thanh phén hoat chét:
- Ciprobay 200: 1 chai 100 ml dung dich truyén chira 200 mg ciprofloxacin.
- Ciprobay 400mg: 1 chai 200 ml dung dich truyén chita 400 mg ciprofloxacin.

Thanh phin ti dwge: lactic acid, sodium chloride, hydrochloric acid, nuée cét pha tiém.

Dang bao ché
Dung dich trong gn nhu khong mau hodc vang nhat.
pH ciia dung dich dé truyén trong khoang tir 3,9 dén 4,5

Chi dinh
Nguwdi lon

CAC NHIEM KHUAN PHUC TAP VA KHONG PHUC TAP DO CAC TAC NHAN GAY BENH
NHAY CAM VOI CIPROFLOXACIN.

Nhiém khuan duong hé hap: Ciprofloxacin c6 thé dugc ding trong diéu trj viém phdi do Kiebsiella spp,
Enterobacter spp, Proteus spp, E.coli, Pseudomonas aeruginosa, Haemophilus spp, Moraxella
catarrhalis, Legionella spp. va Staphylococci.

Nhiém khudn tai giita (viém tai giiia), dac biét nguyén nhan doyi kh in Gram am, ké ca Pseudomonas
aeruginosa hay do Staphylococci.

Nhiém khuén mét

Nhiém khuén than va/hoac dudng tiét niéu

Nhiém khuén co quan sinh duc, ké ca viém phan phu, bénh lau va viém tién liét tuyén

Nhiém khuén 6 bung (nhu nhiém khuan dudng tiéu hoa hodc dudng mat, viém phic mac)

Nhiém khuin da va mé mém

Nhi&m khuan xuong va khép

Nhiém khuan huyét

* Nhiém khuan hogc c6 nguy co nhiém khuan (du phong) trén bénh nhan bi suy giam hé mién dich (vi du
bénh nhan dang dung thude e ché mién dich hodc cé giam bach cau)

Khir tring duong rudt co chon loc ¢ cac bénh nhan suy giam mién dich

Nhiém khuén dudng tiét niéu khong phic tap

Do khang sinh ﬂuoroqumo]on trong do co Clprobay lién quan dén phan ng co hai nghiém trong (xem
muc “Canh bdo va thén trong khi ding thuéc™) va nhiém khuin dudng tiét nidu khong phtrc tap & mdt
s6 bénh nhén c6 thé tu khoi, chi nén st dung Ciprobay cho nhirng bénh nhén khéng co lya chon diéu tri
khéc thay thé.

Dot nhiém khuan cép cia viém phe quan man tinh

Do khéng sinh fluoroquinolon, trong d6 c6 Ciprobay lién quan dén phan ung co hai nghiém trong (xem
muc “Canh bdo va thgn trong khi dimg thuéc™) va dot nhiém khuén cAp ctia viém phé quan man tinh &
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mot s6 bénh nhan co thé tu khoi, chi nén sir dung Ciprobay cho nhitng bénh nhén khong c6 lua chon
dieu tri khéc thay the. .

Viém xoang cap tinh do vi khuan )

Do khéng sinh fluoroquinolon, trong d6 c6 Ciprobay lién quan dén phan (ing ¢ hai nghiém trong (xem
muc “Canh bao va thn trong khi dimg thuoc™) va viém xoang cap tinh do vi khuan o mot so bénh nhén
c6 thé tu khoi, chi nén sir dung Ciprobay cho nhiing bénh nhan khéng c6 lua chon dicu tri khac thay
the.

Tré em

Ciprofloxacin ¢6 thé dugc st dung & tré em cho diéu tri chon lya thtr 2 hodc thir 3 trong cdc nhiém
khuén dudng tiét niéu phtrc tap va viém than-bé than do Escherichia coli (d6 tubi dugc ap dung trong
cac thir nghiém 1am sang: 1-17 tudi) va cho diéu trj viém phbi cip ning do bénh xo nang di kém véi
Pseudomonas aeruginosa (46 tudi dugc ap dung trong céc thir nghiém 1am sang: 5-17 tudi).

Viéc diéu tri chi nén bat ddu sau khi da danh gid cin than giiia loi ich/nguy co, do thubc c6 thé c6
nhiing bién ¢6 khéng mong mudn lién quan dén khép va/hodc cac mé xung quanh.

Cac thur nghiém [am sang trén tré em da dugc thyc hién trong nhitng chi dinh néu trén. Déi véi nhiing
chi dinh khac, kinh nghiém 1dm sang con han ché.

Bénh than do hit phai (sau tiép xic) trén ngwdi lon va tré em

Lam giam tan suat bénh méi hodc giam su tién trién cua bénh sau khi tiép xuc voi Bacillus anthracis
trong khong khi.

Nén xem xeét can thén cac chi dan chinh thire da c6 vé sir dung thich hop céc khang sinh.

Cich ding, liéu diing

Liéu lrgng

Trir khi thudc duoc ké toa theo céch khéc, liéu hang ngay sau day dugc khuyén céo cho:

Nguwai lon:

Bang 1: Liéu khuyén cdo mbi ngay ciia Ciprobay truyén tinh mach trén bénh nhan nguwoi lén

Cac chi dinh Liéu moi ngay cua Ciprofloxacin (tinh
theo mg) doi véi dung dich Ciprobay
truyén tinh mach

Nhiém khuan dudng hé hap ~ 400 mg x 2 lan dén 400 mg x 3 lan
(thy muc db nang nhe va vi khuan giy bénh) p [f|
Nhiém khuan tiét niéu phuc tap 400 mg x 2 1an dén 400 mg x 3 lan

Nhiém khuan duong sinh duc
- viém phan phy, viém tuyén tién liét, viém mao tinh hoan— 400 mg x 2 lan dén 400 mg x 3 lan
tinh hoan

Tiéu chay
- Salmonella spp 400 mg x 2 lan
- Shigella spp
- Vibiro spp
Nhiém khuan khac (xem muc “Chi dinh”) 400 mg x 2 lan
Nhiém khuan rat nang, de doa tinh mang, nhu 400 mg x 3 lan

— Nhiém khuén tai phat trong bénh xo nang (cystic fibrosis)
— Nhiém khuan xuong va khép

— Nhiém khuan huyét

—Viém phuc mac

Dac biét khi ¢6 su hién dién cua Pseudomonas,
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Staphvlococcus hodc Streptococcus

Nhiém khuén tiét niéu cdp, khong phire tap

200 mg dén 400mg x 2 1an

Dot nhiém khuan cap ciia viém phé quan man tinh

400 mg x 2 lan dén 400 mg x 3 lan

Viém xoang cap tinh do vi khuan

400 mg x 2 lan dén 400 mgx 3 lan

Tré em va thieu nién

- . A A , A 5 - . A - o 7 oA - 3 + .4
Bang 2: Liéu khuyén cdo moi ngay ciia Ciprobay truyén tinh mach ¢ bénh nhdn tré em va thieu

nién

Chi dinh

Liéu mdi ngay cia ciprofloxacin (tinh theo mg)
d6i voi dung dich Ciprobay truyén tinh mach

Cac nhiém khuan trong bénh xo nang

10 mg/kg thé trong x 3 lan
(t6i da 400mg/lieu )

Céc nhiém khuan duong tiéu phtc tap va viém
than bé than

6 - 10 mg/kg thé trong x 3 lan
(t5i da 400mg/liéu )

Bénh than do hit phai (sau tiép xiic)

2 x 10 mg/kg thé trong (t6i da 400 mg/ lidu)

Théng tin thém trén nhitng bénh nhan ddc biét
» Tréem va thiéu nién

Liéu ding khuyén cao: xem Bang 2

®» Ngudi I6n tudi (trén 65 tudi)

Nhirng bénh nhan 16n tudi nén dung liéu cang thap cang t6t tiry theo murc do nang nhe cia bénh va do

thanh loc creatinine (Xem muc “Bénh nhan suy gan, suy than”).
P> Bénh nhan suy gan, suy than
e Bénh nhan suy thin
Bing 3: Liéu khuyén cdo véi bénh nhan suy thin
D6 thanh thai creatinin Creatinin huyét thanh Tbng liéu truyén tinh mach méi
[mL/phat/1,73 m? | [mg/100 mL] ngay cua ciprofloxacin
30 dén 60 1,4dén 19 , T6i da 800 mg
Du6i 30 > Téi da 400 mg

e  Céc bénh nhén suy than dang chay thim tach
- Dbi véi cac bénh nhan ¢6 d6 thanh thai

20 JQ,
/W""

creatinin trong khoang ttr 30-60 mL/phat/1,73m?

(suy than vira phai) hodc ndng dd creatinin huyét thanh tir 1,4 dén 1,9 mg/100 mL, thi liéu
duing ciprofloxacin truyén tinh mach t6i da hang ngay la 800 mg.

- Daoi voi cac bénh nhan cd do thanh tha

i creatinin nho hon 30 mL/phut/1,73m? (suy than

ning) hodc creatinin huyét thanh 16n hon hodc bang 2,0mg/100 mL liéu dung ciprofloxacin

truyén tinh mach hang ngay t6i da 1a 400
e Bénh nhan suy than dang thim tach mang
Peritoneal Dialysis-CAPD)

mg khi thadm tach, nhiing ngay sau khi thim tach.
bung lién tuc ngoai tru (Continuous Ambulatory

B6 sung dung dich truyén tinh mach Ciprobay vao dich tham tach (trong mang bung): 50 mg
ciprofloxacin /lit dich tham tach, dung 4 lan/ngay, mdi 6 gio.

e Bénh nhén suy gan

Trén cac bénh nhan suy gan, khong can diéu chinh liéu ding.

e (Cac bénh nhén suy than va suy gan

- Déi véi cac bénh nhan c6 do thanh thai creatinin trong khoang tir 30-60m1/phiit/1,73m?

(suy than muc vira phai) hodc nong do6 cr

-eatinin lluyét thanh tir 1,4 dén 1,9 mg/100mL, liéu

truyén tinh mach hang ngay t6i da cua ciprofloxacin la 800 mg.
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- DPbi véi cac bénh nhan ¢6 do thanh thai creatinin nhé hon 30 mL/phut/1,73m? (suy than
niang) hodc creatinin huyét thanh lon hon hodc bang 2,0 mg/100 mL, liéu dung
ciprofloxacin truyén tinh mach hang ngay t6i da la 400 mg.

e Treem
Chua c6 nghién ciru vé lidu ding & tré em cé suy giam chirc nang than va/hodc suy giam chiic nang
gan.

Cach dung

Dung truyén qua dudng tinh mach

Thoi gian truyén Ciprobay qua duong tinh mach nén dugc thyc hién kéo dai hon 60 phut. Truyén thue
cham vao mot tinh mach 1on sé giél}l thiéu su khé chiu cho bénh nhéan va giam nguy co kich thich t‘1”1:1h
mach. C6 thé truyén dung dich thudc hodc truc tiép hodc sau khi pha chung véi céc dung dich truyén
tuong hop khac. '

Trir phi da khéng dinh dugc tinh tuong hop véi cac dung dich truyén khac hodc dung dich th’u(“'}c khac,
néu khong thi luon luén phai truyén thude riéng. Cac dau hi¢u bat twong hop 1a ket tua thuoe, duc va
bién mau.

Su bat tuong hop xay ra véi tat ca cac dung dich truyén hodc dung dich thudc nao khéng on dinh vé
mit hoa hoc hay vét ly & pH cua dung dich thuoc (vi du p?nicil]ins, 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).

Chi str dung cac dung dich trong sudt. :
Thoi gian diéu tri 1
Tln‘:ri’ gian di’éu tr% tay thudc vao do 1}2'_'1ng cua bén'h, dién bién vé 1am sang va vé vi l{h}l'in hoc. Can diéu ?(
tri tiép tuc toi thiéu 3 ngay sau khi hét s6t hodc hét triéu ching 1am sang. Thoi gian diéu tri trung binh: 3

»  Nguoi lon:
- 1 ngay dbi v6i bénh 1au cdp khong phtc tap,
- dén 7 ngay trong nhiém khuan than, duong tiét niéu va 6 bung,
- sudt toan b giai doan giam bach cau ciia bénh nhan bi giam suc dé khang,
- toi da 2 thang trong viém tiry xuong,
- va 7-14 ngay trong tat ca nhiém khuan khéc.
Diéu tri it nhét 10 ngdy trong nhiém khuin do Streptococcus vi nguy co xay ra bién chimg muén. ‘
Nhiém khuén do Chlamydia spp. nén duoc diéu tri toi thiéu 10 ngay. -i.
» Tré em va thiéu nién
Bénh xo nang
Dbi véi viem phdi cip ning ctia bénh xo nang do nhiémPseudomonas aeruginosa & tré em (d6 tudi tir
5 — 17 tubi), thoi gian diéu trj la 10 -14 ngay.
Nhiém khudn dwong tiét niéu phice tap va viém than bé thin
Péi voi nhiém khuin dudng tiét niéu phire tap va viém than-bé than do Escherichia coli, thoi gian diéu
tri tir 10 — 21 ngay. _
Bénh than do hit phai (sau ti€p x(ic) 6 nguoi [6n va tré em
Tong thoi gian di€u tri voi ciprofloxacin 1a 60 ngay.

Chong chi dinh
Qué man vai ciprofloxacin hodc cac quinolon khac hozc bat ky ta dwoc nao (xem muc “Thanh phdn td
dugc”).

Duing dong thoi ciprofloxacin véi tizanidine (xem muc “Twong tdc, tuong ky ctia thuoc”).

Canh b#o va thin trong khi ding thudc
Céc phan tng c6 hai nghiém trong c6 kha nang khéng hdi phuc va giy tan tat, bao gom viém gan, dut
gan, bénh ly than kinh ngoai bién va cac tac dung bat loi trén than kinh trung uvong,
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Cac khang sinh nhém ﬂuoroqumolon bao gom Ciprobay c6 lién quan dén céc phan ting c6 hai nghiém
trong c6 kha nang gdy tan tat va khong hoi phuc trén cac hé co quan khéc nhau cia co thé. Cac phéan
ung nay c6 thé xuat hién dong thoi trén cling bénh nhan. Cac phan (ing ¢6 hai thudng duge ghi nhan
gom viém gan, dat gan, dau khop, dau co, bénh Iy than kinh ngoai vi va cac tac dung bt lgi trén hé
thong than kinh trung uong (4o glac lo 4u, uam cam, mat ngu, dau dau nang va la lan). Cac phan ing
nay c6 thé xay ra trong vong vai nr10r dén vai tuan sau khi st dung Ciprobay. Bénh nhan & bat ky tudi
nao hoic khong co yéu to nguy co ton tai tir trude déu cé thé gip nhiing phan Gng cé hai trén.

Ngung st dung Ciprobay ngay khi co du hiéu hodc triéu ching dau tién ciia bt ky phan tmg c6 hai
nghiém trong nao. Thém vao do, tranh sir dung cdc khang sinh nhom fluoroquinolon cho cac bénh nhéan
da tirng gap cac phan trng nghiém trong lién quan dén fluoroquinolon.

Nhiém khuén ning va/hoic nhiém khuan do vi khuan Gram dwong va ky khi

Dbi v6i diéu tri cac nhiém khuin nang, nhiém ty cau khuéan (Staphylococcei) va nhiém khuan do vi
khuén ki khi, Ciprobay phai ding phdi hop véi mdt thude khang khuén thich hop.

NhiZm khuéin phé cAu khuin Streptococcus pneumoniae

Khéng khuyén cao ding Ciprobay cho diéu tri nhiém phé cau khuén do higu qua chdng Streptococcus
pneumoniae con han ché.

Nhiém khuan dwong sinh duc

Nhiém khuan duong sinh duc c6 thé do cac dong 1au cau khuan (Neisseria gonorrhoea) phan lap khang
thuée fluoroquinolon. Trong trudng hop nhiém khuén dudng sinh duc nghi ngd hay biét do lau cu
khuin (Neisseria gonorrhoea), diéu quan trong la can thu thap cac thdéng tin vé tan suat khang thude
ciproflocxacin tai dia phuong va xac dinh dugce do nhay cam véi thude dya vao cac test thu.

Réi loan tim mach ::
Ciprobay c6 lién quan dén cac truong hop kéo dai khoang QT (xem muc “Tdc dung khéng mong muén -eb
cua thuéc”™). Do phu nii cé xu huorng ¢6 khodng QT dai hon so véi nam gidi, nén nhitng bénh nhén nay 'g;

c6 thé nhay cam hon véi céc thudc cé tac dung kéo dai khoang QT. Bénh nhén cao tudi ciing c6 thé
nhay cam v6i nhiing tic dung cua thude trén khoang QT hon. Can than trong khi sir dung Ciprobay
cung voi nhitng loai thuoe c6 the lam kéo dai khoang QT (vi du nhu cac thude chong loan nhip tim loai
IA hodc loai III, cac thudc chong tram cam ba vong, cac khang sinh macrolid, cac thuoc chong loan
than) (xem muc “Tuong tdc, tuong ky cua thuée™), hodc trén nhitng bénh nhén c¢6 cac yéu to nguy co
cua vige kéo dai khoang QT hodc xoan dinh (vi du hoi ching khoang QT dai bam sinh, mal cén bing
dién glal chua dugc diéu tri nhu tinh trang ha kali mau hoic ha 1nagne51 méu va bénh Iy vé tim nhu suy
tim, nhdi mau co tim hodc nhip tim cham.

Tré em va thiéu nién

Tuong tu nhu cac thube khéc ciing nhom, ciprofloxacin'cling c6 thé gay dau khop tai nhiing khép 16n
chiu trong luc trén dong vat chua truéng thanh (xem muc “Tdc dung khong mong muon cua thuoc™).
Phan tich vé cac dif liéu an toan hién c6 vé viée sir dung ciprofloxacin trén nhiing bénh nhan dudi 18
tudi, trong d6 da sé cac trudng hop ¢ bénh xo nang, van chua dua ra bat ky bing chiing nao vé céc tén
thuong & sun va khop lién quan dén thude. Ngozi chi dinh diéu trj viém phdi cép ning do bénh xo nang
gdy ra boi nhidm Pseudomonas aeruginosa (tré em tir 5 — 17 tudi), cac nhiém khuan duong tiét nigu
phiic tap va viém than-bé than do Escherichia coli (tré em tir 1 — 17 tudi), va sir dung cho bénh than do
hit phai (sau phoi nhiém), thi sir dung Ciprobay cho nhiing chi dinh khac van chua dugc nghién ctu.
Kinh nghiém lam sang cho nhiing chi dinh khac con han ché.

Qu4 min

Trong vai truong hop, phan ing qua man va di (ing c¢6 thé xay ra ngay sau liéu ding dau tién (xem muc
“Tdc dung khéng mong muon cia thudc ”) va nén thong bao cho bac si biét ngay lap tic.

Phan Gng phan v¢/dang phan vé trong nhiing trudng hop rat hiém gap co thé tién trién dén soc de doa
sinh mang, trong vai trudng hop xay ra sau khi ding lan dau (xem muc “Tdc dung khong mong muon
ctia thuoc™). Trong nhiing truong hop niy phai ngung Ciprobay, can tién hanh diéu tri ndi khoa (vi du
diéu tri soc).

HE tiéu hoa
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Trong trudong hop bi tiéu chay ning hodc kéo dai trong hodc sau khi diéu trj, can tham khao y kién béac
sT do triéu chimg ndy c6 thé che déu mot bénh ly duong tiéu hoa nghiém trong (viém dai trang gia mac
de doa sinh mang c6 thé gay tir vong) can dugc diéu tri ngay (xem muc “Tdc dung khong mong muon
cua thuéc”). Trong nhing truong hop nay phai ngung Ciprobay va tién hanh diéu tri thich hop (vi du
vancomyein, ung 250 mg x 4 lan/ngay). Chdng chi dinh ding nhiing thudc @c ché nhu dong rudt trong
trudong hop nay.

Hé gan mat
Cac truong hop hoai tr gan va suy gan de doa tinh mang da dugc bao céo vai Ciprobay. Trong cac bién
cb c6 bét ky cac dau hiéu va trigu chirmg nao cua bénh gan (nhu chan an, vang da, nute tiéu sam mau,

ngira hodc cing chuéng bung), can phai nging thubc (xem muc “Tdc dung khong mong mudn cia
thuoc™).

C6 thé cé tang tam thoi cac transaminase, phosphatase kiém hoic vang da do & mat, dac biét trén cac
bénh nhan c6 tén thuong gan trude dé, nhiing ngudi diéu tri bing Ciprobay, (xem “Tdc dung khong
mong muon cua thuoc”)

Bénh nhwoe co

Can st dung thén trong Ciprobay trén cac bénh nhan bi bénh nhuge co, do céc tri¢u chimg cé thé trAm
trong hon.

Viém gan va dit gan

Viém gén va dit gan (chu yéu trén gin Achilles), doi khi & ca hai bén, c6 thé xay ra véi Clprobay, tham
chi trong vong 48 gid' didu tri du tién. Cac trudng hop nay xay ra trong khoang thoi gian cho dén vai
thang sau khi hoan thanh liéu phap diéu tri d& duoc béo céo (xem muc “Tdc dung khong mong mudn
ciia thuéc”. Nguy co bénh ly vé gan c6 thé ting 1én & ngudi cao tudi trong qua trinh hoat dong thé luc
vAt va, trén bénh nhén dang duoc diéu tri dn‘:‘mg thoi vai cac corticosteroid, trén bénh nhan suy than hodc
bénh nhan ciy ghép tang dic.

A
Khi ¢6 nhitng ddu hiéu dau tién cua viém gin (sung dau hay viém), chi bi anh hudng can dugc nghi 1
ngoi ti da, nén tranh bat ky bai tap van dong nao khong phi hop, can tham vén bac siva ngung dteu tri ;‘?
bang khang sinh. Ciprobay nén dugc dung than trong cho nhiing bénh nhéan c6 tién sir ri loan vé gan ¢
lién quan dén diéu tri v6i fluoroquinolon.
Dong kinh

Ciprobay, giong nhu cac fluoroquinolon khac, ¢6 thé khoi phat con co gidt hodc ha thap ngudng co
giat. O nhiing bénh nhan dong kinh va bi r6i loan than kinh trung wong trudc dé (vi du ngudng dong
kinh thép, tién can dong kinh, giam luu lugng mau nao, cau tric nao bj ton thuong hoac dot qui), chi
dung Ciprobay khi da cin nhéc loi hai giita tac dung cai thién ciia thude va nguy co do nhiing bénh
nhan nay c6 thé bi nguy hiém vi nhiing tac dung khéng mong mudn c6 thé cé trén hé than kinh trung
uong. Pa c6 béo céo vé cac trudng hop dong kinh lién tuc (xem mud)#Tde dung khéng mong mudn cia
thuéc”). Néu xay ra co giat, can ngirng sir dung Ciprobay.

Cic phén #ng tim than

 Céac phan t{ng trén tam than c6 thé xay ra tham chi ngay sau liéu dau tién cia khang sinh
fluoroquinolon, bao gdm ca Ciprobay. M6t sb hiém truong hop, trAim cam hodc céc phéan g loan thin
c6 thé tién trién t6i viée xuat hién y twong/y nghi tu sat va hanh vi tu gdy nguy hiém cho ban théan, vi du
nhu cac trudng hop cb ging tu tir hodc tu tir thanh cong (xem muc “Tde dung khéng mong mudn cia
thuéc™). Néu trim cam, céc phan g loan tan, c6 y nghi tu tir hodc hanh vi tu tir xay ra, cin ngung
Ciprobay va ap dung cac bién phap diéu trj phii hop.

Bénh 1y thin kinh ngoai bién

Di ¢6 bao cao vé cac truong hop c6 bénh Iy da day than kinh cam gidc hodc cam giac van dong dan t6i
di cam, giam cam giac, loan cam hodc yéu co trén céc bénh nhan dung fluoroquinolon, bao goém ca
Ciprobay. Can khuyén céc bénh nhan dang diéu trj Ciprobay phai béo céo cho céc béc sy trude khi tiép
tuc tri liéu néu xuat hién céc triéu chirng bénh than kinh nhu dau, cam gidc bong rat, dau nhoi, té hay
yéu co (xem muc “Tdc dung khéng mong muon cua thuoc”).

Da va cac b phan lién quan

Ciprofloxacin c6 thé gdy ra cac phan (ing nhay cam vai anh sang. Bénh nhan dang uéng Ciprobay nén
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tranh tiép xuc truc tiép véi dnh sang mit troi hojc tia cuc tim qué nhiéu. Nén ngung didu tri néu c6 hién
tugng nhay cam anh sang (vi du phan tmg da giéng nhu phong) (Xem muc "Tdc dung khéng mong
muon cia thudc ).

Cytochrome P450:

Ciprofloxacin gay tic ché & mirc do vira phai enzym CYP 450 1A2. Can than trong khi ding ddng thoi
v6i cdc thude khac cing chuyén hoa qua hé théng enzym (nhu theophylline, methylxantines, caffeine,
duloxetine, ropinirole, clozapine, olanzapine, agomelatine). Nong dé céc thude ndy trong huyét thanh
va céc tac dung khéng mong muén dic trung cia thude cé thé tang lén do tac dung trc ché chuyén hoa,
dao thai cua Ciprofloxacin (Xem muc "Tuong tdc, twong ky ciia thudc”).

Réi loan dwdng huyét

Nhu véi tat ca fluoroquinolones, rdi loan trong glucose mau, bao gdm ca ha dudng huyét va ting dudng
huyét da duoc bao cho véi Ciprobay. Trén cac bénh nhan duoc didu trj v6i Ciprobay, réi loan dudng
huyét xay ra cha yéu ¢ bénh nhéan dai théao dudng cao tudi dang ding dong thoi véi mét tac nhan ha
dudng huyét dang udng ubng (vi du: sulfonylurea) hodc véi insulin. Do dé, khuyén khich theo di cin
than ndng do glucose mau d6i véi cac bénh nhan mic bénh tiéu duong (xem "Tdc dung khéng mong
muon cia thuoc").

Phén ing tai chd truyén

Da c6 truong hop giy phan (mg tai chd truyén tinh mach sau khi dung Ciprobay (Xem muyc “7dc dung
khéng mong muon cia thuéce ™). Phan ng nay thuong xay ra khi thoi gian truyén khoang 30 phat hay it
hon. Né biéu hién bang phan mg da tai chd, bién mAt nhanh khi chdm dut truyén. Khéng chéng chi
dinh dung thudc tiép tuc trur phi phan ting tai phat hodc niang hon.

Twong tac véi cac test thir

. ‘a poo. . " ) . . . g X 7 ar £ la
Trong céc nghién ciu in vitro, hiéu lyc cuia ciprofloxacin c6 thé gdy anh hudng dén cac test nubi cay R
Mycobacterium tuberculosis do thuoc \rc ché su phat trién cia mycobacterium, tao ra két qua 4m tinh léli
gia trong céc mau bénh pham cia bénh nhan c6 sir dung Ciprobay. 19

Twong tac, twong ky ciia thude

Twong tc véi cac thude khic va céc dang twong tic khac

Cic thude gy kéo dai khoing QT

Tuong tu nhu céc fluoroquinolon khéc, can than trong khi st dung Ciprobay trén céc bénh nhan dang

dung céc thube lam kéo dai khoang QT (vi du cée thude chdng loan nhip nhém IA va nhom 111, cac

thuéc chong tram cam 3 vong, céc khang sinh macrolid, cac thu6djchéngAoan than) (xem muc "Cank /
bdo va thén trong khi dimg thuoc”).

Probenecid

Probenecid can tré sy bai tiét qua than cia ciprofloxacin. Ding déng thoi cac thude chia probenecid
voi ciprofloxacin lam gia ting nong do Ciprobay trong huyet thanh.

Tizanidine

Mot nghién ctru 1am sang trén nguoi khoé manh cho thay khi dung kém véi ciprofloxacin thi ndng d¢ ciia
tizanidine trong huyét thanh tang 1én (ndng do Cmax tang 7-lan, khoang tang: 4 t6i 21-1an; AUC tang: 10
lan, khoang tang: 6 t6i 24 lan). Kém theo d6 la nguy co ha huyét ap va tac dung an than (xem muc
“Cytochrome P450™ trong muc “Canh bdo va thin trong khi dimg thudc”). Khéng ding dong thoi cac
thude chira tizanidine véi Ciprobay, (xem muc “Chéng chi dinh”).

Theophylline

Dung dong thoi ciprofloxacin va cac thudc chira theophylline ¢6 thé gdy ra sy gia ting ngoai y ndng do
theophylline trong huyet thanh. Diéu nay c6 thé giy ra tac dung khong mong muon do theophylline,
trong rat hiém cac truong hop céc téc dung khéng mong muén nay co thé de doa sinh mang hodc giy tir
vong. Néu bude phai ding dong thoi hai loai thudc nay, nén kiém tra nong dé theophylline trong huyét
thanh va nén giam liéu theophylline thich hop (Xem muyc “C ytochrome P450” trong muc “Canh bdo va
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thdn trong khi dimg thudc”).

Cac din xuat xanthine khac

Di ¢6 bdo cdo vé tang nong dd cac dan xudt xanthine trong huyét thanh khi dung dong thoi
ciprofloxacin véi cac thude cé caffeine hodc pentoxifylline (oxpentifylline).

Phenytoin

Thay doi ndng do huyét thanh cuia phenytoin (ting hodc giam) da dwugc quan sat trén cac bénh nhan
dung ddng thoi Ciprobay va phenytoin. Pé tranh lam giam su kiém soat co giat do giam ndng do
phenytoin va dé tranh cac tic dung khong mong mudn do qué lidu phenytoin khi ngimg dung Ciprobay
trén bénh nhén st dung ddng thoi ca hai thude, can gidam sat diéu trj phenytoin bao gém ca do ndng do
phenytoin huyét thanh, trong va ngay sau liéu trinh phéi hop Ciprobay va phenytoin.

Methotrexate

Su van chuyén cta methotrexate trong dng than cé thé bj tic ché khi ding dong thoi véi Ciprobay va
lam tang nong dd cua thude nay trong huyét thanh. Diéu nay c¢6 thé lam ting nguy co gédp cac phan Gng
doc hai clia methotrexate. Do d6 can theo dai bénh nhan chit ché khi dung dong thdi véi Ciprobay.
NSAID

Céc nghién ctru trén dong vt cho thay phéi hop fluoroquinolone (cac chét tic ché men gyrase) liéu rat
cao voi mot so thude khang viém khong steroid (ngoai trir acetylsalicylic acid) c6 thé gy ra co giat.
Cyclosporin

Nguoi ta ghi nhan cé sy gia ting thoang qua ndng do creatinine huyét thanh khi ding dong thoi

ciprofloxacin va cac thuoc chiia cyclosporin. Vi vay, can phai theo doi thudng xuyén nong do
creatinine huyét thanh (hai 1an/ tuin) trén nhiing bénh nhan nay.

Cic chét déi van vitamin K

Viée ding dong thoi Ciprobay voi thude dbi van vitamin K c¢6 thé 1am ting tac dung chéng dong cua
thude nay. Nguy co nay c6 thé thay ddi theo cac yéu t6 nhu nhiém khuén tiém an, tudi va téng trang cua
bénh nhan, do d6 rat kho dénh gia sy gép phan cia ciprofloxacin vao viée lam tang INR (international
normal ratio). Can kiém tra INR thuong xuyén trong va ngay sau khi diéu tri Ciprobay véi céc chét déi
vén vitamin K (vi du nhu warfarin, acenocoumarol, phenprocoumon hoac fluindione).

Duloxetine

Céc nghién ctu lam sang da ching minh rang ding dong thoi duloxetine véi cic chét tc ché manh
CYP450 1A2 isozyme nhu fluvoxamine c6 thé lam ting AUC va Cmax cua duloxetine. Mic d hién tai
chua c6 dir liéu 1am sang vé kha nang twong tc voi ciprofloxacin, nhung c6 thé xay ra céc tac dung
tuong tu khi dung kém (xem muc “Canh bdo va than trong khi dinW

Ropinirole

Céc nghién ciru 1am sang da cho thay viéc sir dung dong thoi ropinirole véi ciprofloxacin, chat tic ché
vira phai isozyme CYP 450 1A2, s& lam ting thém 60% Cmax, va tang 84% AUC cua ropinirole. Nén
kiém tra cac tac dung khéng mong mubn c6 lién quan dén ropinirole trong va ngay sau khi ding phdi
hop thude nay véi Ciprobay (xem muc “Cyfochrome P450” trong muc “Canh bdo va than trong khi
dimg thuoc”).

Lidocaine

Nghién ciru trén ngudi khoé manh da chimg minh ding khi ding céc thude chira lidocaine kém véi
ciprofloxacin lam giam d¢ thanh thai cta lidocaine tinh mach xudng 22%. Tuy lidocaine dung nap t6t
nhung c6 thé s& xay ra tuong tac co lién quan dén cac tac dung ngoai ¥ khi ding ddng thoi lidocaine voi
ciprofloxacin.

Clozapine

Néng do clozapine va N-desmethylclozapine ting 29% va 31% tuong g sau 7 ngay ding phdi hop
ciprofloxacin 250mg va clozapine. Can theo doi 1am sang va hiéu chinh lidu clozapine thich hop trong
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va ngay sau khi ph&i hop Ciprobay véi clozapine (xem muc “Cytochrome P450” trong muc “Canh béo
va than trong khi dimg thuoc”).

Sildenafil

Ciay va AUC cua sildenafil tang Ién Xap xi gap 2 l4n & nguoi khée manh sau khi uéng déng thoi 50 mg
thuée nay v6i 500 mg ciprofloxacin. Do do, can than trong va cén nhéc gitta nguy co va loi ich khi ké
don phdi hop Ciprobay véi sildenafil.

Agomelatine

Trong cic nghién ctu lam sang, ngudi ta da chimg minh rang fluvoxamine, thudc e ché manh
isoenzyme CYP450 1A2, e ché chuyén hoa agomelatine mot cach dang ké lam ting nong d¢ cua
agomelatine gap 60 lan. Mdc dau hi¢n chua c6 dir li¢u lam sang cho kha nang tuong téc voi
ciproﬂoxacir}, mot thuoc trc ché CYP450 1A2 mic d§ trung binh, nhung céc tac dung tuong tu duge
cho 1a c6 thé xay ra khi dung chung véi nhau (xem Cytochrome P450 trong muc “Céanh bdo va Thén
trong).

Zolpidem

Dung chung véi ciprofloxacin ¢o thé lam tang nong do zolpidem trong mau, khong khuyén cao sir dung
dong thoi.

Tuong ky

Dung dich truyén Ciprobay tuong hop véi cac dung dich muéi sinh Iy, Ringer va Ringer lactate,
glucose 5% va 10%, fructose 10%, glucose 5% véi NaCl 0,225% hodc NaCl 0,45%. Khi dung dich
Ciprobay dugc pha chung véi cac dung dich truvén tuong hop, vi nhimg 1y do vi sinh va nhay cam véi
anh séng, cac dung dich ndy phai dugc truyén ngay sau khi pha.

Trir phi tinh twong hop v6i cac dung dich truyén khac hozflc,thuép khéc da dugc l}h@il]g dinh, néu khong,
phai luén truyén thuoc riéng ré. Cac dau hi¢u tuong ky thudc thay dugc bang mat vi dy nhu ket tua, duc
va bién mau.

Su twong ky, xay ra véi tht ca dung dich truyén hodc thude khéng én dinh vé mat hoéa hoc hay vit ly tai
ndng do pH cua dung dich thube (vi dy penicillins, dung dich heparin), dac biét khi két hop véi cac
dung dich ¢6 pH kiém (pH ciia dung dich truyén Ciprobay: 3,9-4,5).

St dung thudc cho phu nir ¢6 thai va cho con bi

Phu nir ¢6 thai

Céc dir liéu hién c6 vé viéc sir dung ciprofloxacin trén phu nit mang thai cho thay khong cé doc tinh oL
gay dj tat cling nhu ddc tinh trén thai/tré so sinh. Cac nghién ctru trén dong vat ciing khong cho thay o
ddc tinh trén sinh san. Dua trén co sé cac nghién ciu trén dong vat, khong thé loai trir thude 6 thé giy *3
ton thuong sun khép trén thai chua trudng thanh (xem “Dir liéu anfjoan tién lam sang”), do vy khong
khuyén céo sir dung Ciprobay trong thai ky .

Cac nghién ciru trén dong vat khong cho thdy bit ky bang ching tic dung gy quéi thai (di tat) (xem

97

muc “Di liéu an toan tién lam sang”).

Phuy nit cho con bi

Ciprofloxacin dugc bai tiét qua sita me. Khong khuyén cdo st dung Ciprobay cho ba me trong thoi ky
cho con b do nguy co ¢6 thé gy ton thuong khop. Ngirng cho con ba khi st dung ciprofloxacin (xem
muc “Dit liéu an todn tién ldm sang’”).

Anh huwing ciia thudc 1én khi ning lii xe va vin hanh may méc

Fluoroquinolone, bao gdm ciprofloxacin c6 thé anh hudng dén kha ning lai xe va van hinh may méc
do tic dung 1én hé than kinh trung wong (CNS) (Xem muc “Tdc dung khong mong muon cua thuic”).
Pic biét khi uéng ruou kém theo.

Tac dung khéng mong muén ciia thude
Céc tac dung phu (ADRs) thuong ap nhat dua trén tat ca cac nghién ctru 1am sang vé ciprofloxacin

(ubng, truyén) dugc phan loai theo cac xép loai Il cia CIOMS vé tan sudt (toan bo n=51621 bénh
nhan,).
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Tan suat cac tac dung khong mong mudn béo céo khi dimg Ciprobay duge tém tét trong bang dudi day.

Trong m&i nhém, tic dung khéng mong mudn duge trinh bay theo mirc dé nghiém trong giam dan.

Tén suét duoc mo ta nhu sau:

Rét thuong gap (> 1/10);

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

khéng thudng gip (= 1/1,000 va < 1/100);
hiém gap (= 1/10,000 va < 1/1,000);

rét hiém gap (< 1/10,000);
Nhiing tac dung khong mong mudn chi dugc phat hién trong qua trinh theo ddi sau khi luu hanh thube,
va la nhiing tac dung khong ude tinh dugc tan suat, dugc liét ké trong phan “Khong rd”.

Bing 4: Cdc tac dung khéng mong muén

Heé co quan Thuong Khéng Hiém gip Rét hiém giip | Khong ro g.aiefz
gip thwong gip #07
Nhiém Kkhuin Boi  nhiém | Viém rudt két ™
va nhiém ky nim do’ khz'n}g sinh
sinh (rat  hiém  khi
gdy tir vong)
RG6i  loan hé Ting  bach | Giam bach cau, Thif'%u mau tan
huyét va bach cau uaeosin | thiéu mau, giam | huyét,  mat
huyét: bach cdu trung | bach cau haj[,
tinh, ting bach giém huyét
ciu, giam tiéu cau (de dog
cau, tang tiéu | finh  mang),
cau, giam tuy
xuong (de
doa tinh
mang)
Roi logn h¢ Phan Gng di |Phan  (ng
mién dich ung, phu di | phan vé,

Ung/phtt mach

.8

shock phan vé
(de doa tinh
mang), phan

ung giong
bénh  huyét
thanh.

Roi loan
chuyén hoa va
dinh dudng

Giam sy théem
an va thic an
in vao

Tang duong
mau
Ha dudng huyét

Ciprobay IV/Is0la/CCDS20/14072020/P1 VNOI
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H¢ co quan Thwong Khong Hiém gip Rat hiém gip | Khong ré
gap thwong gap
Ré"i loan tam Tang hoat | LU lan va mat | phan ing loan
than dong tam than | dinh huéng, | tim thn (c6
van dong/ P(hé“ ﬁ",’g lo|th co kha
kich dong lﬁ}lg, giac MO | nang tién trién
bat thuong, tram | thanh hanh vi
cam (co thé cO | ¢y gay thuong
kha nang tién tich, vi du
trién thanh hanh | phy e y
vi tu gay thuong tudmng/suy
tich vi du nhur €6 | nohy va nd luc o
y tuong/suy | ty sat hodc tu %
nghi va nd lve | g4 thanh v
tw sat hodc tw sat | ¢5pg) 5:5
thanh cong ), '
ao giac
Roi loan hé Pau  dAu, |Réi loan cam | Pau nua dau, | Bénh Iy day than
than kinh chodng véng, | gidc, gigm cam | 16i loan diéu | kinh ngoai bién
e8i loan gidc | gidc, run, dong | Phoi, rdi loan va bénh da day
ngt, rbi loan | kinh (bao gdm khiru giac, | than kinh ngoai
vi gidc ca trang thai | g cam | bién
dong kinh), | giac, rang dp
chong mat luc nji so (gia
u ndo)
Rﬁ;ni loan ve Réi loan thi lyc | RSi loan mau
mat sic
Ri loan tai va U tai, giam thinh | Nghe kém
mé dao luc
, ‘ flq
Roi loan ve tim Tim dap nhanh /(,W Poan QT kéo dai,
loan nhip thét, [
xo#n dinh *
R6i loan mach Gidn mach, ha | Viém mach
mau huyét ap, ngat
R6i loan hé Khé tho (bao
hap, 16ng nguc gdm ca bénh
va trung thét hen)
R6i loan tiéu | Budn nén Nén, dau da Viém tuy
hoa Tiéu chay

day rudt, dau
bung, kho
tiéu, day hoi

Ciprobay IV/Is0la/CCDS20/14072020/P1 VNO1
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Hé co quan Thwong Khong Hiém gip Rit hiém gip | Khong ro
gap thwong gap
RoOi loan  gan- Téang men | Suy gan, vang | Hoai tir té bao

maét

transaminase,
tang bilirubin

da, viém gan
(khéng phai do
nhiém khuén)

gan (rat hiém
khi tién trién
din toi suy

gan de doa
dén tinh
mang)
Réi loan vé da Phat Phan ung nhay | pidm  xuit | Phat ban mun mu

va cac mo duoi

da

ban,ngta, nodi
me day

cam voi1  anh
sang, Mun rép

huyét, ban do
da dang, ban
d6 nat, hoi
chirng
Stevens-
Johnson (cé
thé nguy hiém
dén tinh
mang), hoai
tor  bieu bi
nhiém doc (co
thé nguy hiém
dén tinh
mang).

toan than cap tinh
(AGEP)

A e
Roi  loan co
xuong, mo lién
két va xuong

Pau khop

Pau co, viém
khop, tang
truong luc co,
chudt rat

Yéu co, viém
gan, dat géan
(thuong  gap
gan achille),
lam nidng hon
triéu  ching
cla chimng
nhugc co

R6i loan than
va tiét niéu

Tén  thuong

thin

than, dai
mau, soi than,
viém Ong than
ké

Suy

ning./ G‘w/"
F i

Roi loan chung
va tai chd
truyén

Phan ung
tai vi tri
tiém truyén

Pau  khong
dac hiéu, mét

Phu, d6 md hoi
(taing tiét md

Dang di bat
thuong

moi, sot hoi)
Xeét nghiém Tang Nong do bat Tang INR (¢ cac
tham do phosphatase | thuong cua bénh nhén diéu tri
kiém  trong | prothrombin, bang thudc dbi
mau tding amylase khang vitamin K)

Ciprobay 1V/Is0la/CCDS20/14072020/P1 VNOI1
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" nhiing bién ¢ duge bao céo trong giai doan luu hanh thude va duge quan sat chii yéu trén nhiing bénh
nhan c6 yéu td nguy co kéo dai doan QT (xem muc “Canh bdo ddc biét va than trong khi sir dung”).
Trong mot s6 trudng hop cé biét, mot sd phan tng bt 1oi nghiém trong c6 thé kéo dai (> 30 ngay) va
khong hdi phuc; nhu viém gan, dut gan, ri loan co xuong, va cc phan tmg khac anh huong dén hé
than kinh bao gdm cac réi loan tim than va rdi loan cam giac.

Céc tac dung ngoai ¥ sau hay gip hon & nhém bénh nhén dung dang truyén hoic dung lién tuc (tir dang
truyén t6i dang udng):

Thuong gap: Nén, tang thodng qua men transaminase, phat ban

Khong thuong gap: | Giam tiéu ciu, ting tiéu cau, lu lan va mat dinh hudng, ao giac, roi loan cam
giac, dong kinh, chong mat, roi loan thi giac, giam thinh luc, tim dap nhanh,
gian mach, ha huyét ap, ton thuong gan thoang qua, vang da, suy than, phu.

Hiém gap: Giam bach cu, giam tuy xuwong, shock phan vé, phan tng loan tdm than, dau
ntra dau, rdi loan khiu giac, nghe kém, viém mach, viém tuy, hoai tir gan, diém
xuat huyét, dat gan.

(g~
Tré em /.—w -
Tén suat méi vé bénh khép, dau khop, viém khép dé cap o trén duoe thu thap tir nhiing dir liéu trong
céc nghién ctu trén ngudi 16n. Cac bao cdo vé bénh khop kha phd bién & tré em (xem muc “Canh bdo
va than trong khi dimg thuéc”).

Théng bdo cho bic s7 nhitng tic dung khéng mong muédn giap phai khi siv dung thudc.

Qui liéu va cdch xir tri

Dung qua liéu 12 g da dugc bao céo dan dén nhimng trigu chimg ng doc nhe. Ding qué licu 16 g duge
bao cao s€ gay suy than cap tinh.

Triéu ching qua liéu bao gé)m chong mit, run, dau dau, mét mr;)i, co giat, ao giac, ]l'l‘ lan, kho chiu &
vung bung, ton thudng than va gan ciing nhu tiéu vi tinh thé va tiéu mau. Poc tinh c6 hoi phuc trén than
ciing dugc bao cao.

Ngoai nhiing bién phap cip ctru thudng quy, can theo dbi chiic nang than, bao gdm ca pH nudc tidu,
acid héa nude tidu, néu can thiét, dé phong ngira tinh thé niéu. Bénh nhén can duoc bu nude day du.

Chi ¢6 mot luong nho (<10%) ciprofloxacin duoc thai trir bi‘mg cach thim tach mau hodc tham tac
mang bung.

Trong trudng hop dung thude qua liéu, nén diéu trj triéu chiing. Can theo doi ECG vi ¢6 kha ning kéo

dai khoang QT.

Pac tinh dwgc Iy hoc

Pic tinh dwge lwe hge y

Nhém tac dung duge ly: Khang sinh nhom quinolon, fluoroquinolone

Ma ATC: JOIMAO2

Co ché tic dung

Ciprofloxacin ¢6 hoat tinh in vitro chng lai véi phéd rong ca vi khudn gram am va gram duong. Tac
dung diét khuan cua ciprofloxacin la do trc ché cac enzym topoisomerase type II cua vi khuan (enzym
DNA gyrase) va topoisomerase IV 1a loai enzym cén thiét cho qué trinh sao chép, phién mi, sia chira
va tai to hop DNA.

M@i lién quan Dwge dpng hoc/ Dwoc lwe hoc

Hiéu qua phu thudc cht yéu vao moéi lién hé gitia nong do t6i da trong huyét thanh (Cmax) va nong do
tre che toi thiéu (MIC) ciia ciprofloxacin doi voi vi khuan gay bénh va moi lién hé gitra dién tich dudi
dudng cong (AUC) va MIC.

Co ché khdng thubc
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Trong cac nghién ciru in vitro sy dé khang véi ciprofloxacin kha phé bién do cac dot bién tai vi tri dich
trén enzyme topoisomerase IV va gyrase ADN cua vi khuén qua céc dot bién da chiéu. Nhiing dot
bién don Ié ¢6 thé chi lam giam tinh nhay cam véi thudc cha khéng gy dé khang trén 1am sang, nhung
dot bién da chidu c6 thé gdy dé khang thudc trén 1am sang va gdy khang chéo vdi cac thube trong nhém
fluoroquinolone.

Co ché dé khang 1am bt hoat céc khéng sinh khac bing cic hang rao thim thiu (phé bién dbi vsi
Pseudomonas aeruginosa) va co ché bom ra ngoai c6 thé anh huong dén tinh nhay cam véi
ciprofloxacin. Ciing da c6 bao cdo dé khéang thudc qua trung gian Plasmid gdy ra do gen gnr. Co ché dé
khang lam bét hoat penicillins, cephalosporins, aminoglycosides, macrolides, va tetracyclines khéng
gdy anh hudng dén tic dung khang khuan cta Ciprofloxacin. Hién tai chua rd liéu c6 dé khang chéo
Ciprofloxacin véi cac nhém khang khuén khac hay khéng. Cac chiing c6 dé khang véi céc thube nay c6
thé van nhay cam véi Ciprofloxacin.

Nong do diét khuén t5i thiéu (MBC) thudng khéng vurot qua 2 An ndng db e ché téi thiu (MIC).

D nhay ciam in vitro véi Ciprofloxacin

Tén sut khéng thuéc méc phai cé thé thay dbi vé dia Iy va voi thoi gian dbi voi cac ching dugc lua
chon, can luu y dén cac thong tin vé khang thudc & dia phuong, dic biét khi diéu tri cac bénh nhiém

khuan ning. Nén tham khao y kién bac si néu trong khu vue ¢6 nghi ngd xuét hién khéng thude. _’a‘::
Trén in vitro da cho thiy cac chung vi khuan sau day thuong nhay cam véi Ciprofloxacin: el

re
Chung ai khi gram (+): i Fi

Bacillus anthracis

Staphylococcus aureus (vi khuan phan lap nhay cam véi methicillin)
Staphylococcus saprophyticus

Streptococcus spp.

Chiing 4i 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 yersinmd//
Vi khudn ky khi
Mobiluncus
Vi khudn khdc !
Chlamydia trachomatis >
Chlamydia pneumoniae _
Mycoplasma hominis %

Mycoplasma pneumoniae

Céc chiing sau day cho thay mirc do nhay cam khac nhau véi Ciprofloxacin: Acinetobacter baumannii,
Burkholderia cepacia, Campylobacter spp., Citrobacter Jreudii, Enterococcus faecalis, Enterobacter
aerogenes, Enterobacter clocae, Escherichia coli, Kiebsiella pneumoniae, Klebsiella oxytoca,
Morganella morganii, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia spp.,
Pseudomonas aeruginosa, Pseudomonas fluorescens, Serratia marcescens, , Peptostreptococcus spp.,
Propionibacterium acnes.

Céc chiing von duge coi 1a da khang véi Ciprofloxacin: Staphylococcus aureus (dé khang methicillin)
va Stenotrophomonas maltophilia, Actinomyces, Enteroccus Jaecium, Listeria monocytogenes,
Mycoplasma genitalium , Ureaplasma urealitycum, vi khuan ky khi (Trae Mobiluncus,
Peptostreptococus, Propionibacterium acnes)

Dic tinh duoe djng hoc

Hip thu
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Sau khi truyén tinh mach ciprofloxacin, ndng d6 thuéc trong huyét thanh dat dén muc ti da trung binh
vao cubi giai doan truyén. Duge dong hoc cua ciprofloxacin 14 tuyén tinh véi liéu thude dén mic lidu
400mg theo dudng truyén tinh mach.

Phiin bo

Kha ning gén két vai protein ciia Ciprofloxacin 1 thap (20 — 30%), va thuée cé mit trong huyét twong
phan Iém 1a dang khong ion hoa. Ciprofloxacin ¢ thé khuyéch tan ty do ra bén ngoai thanh mach. Theé
tich phan bé thude & mue 6n dinh 1a 2 -3 L/kg thé trong co thé cho thay ciprofloxacin ¢6 thé tham nhap
vao cac md va dat dén ndng do vuot trén ndng dg tuong g trong huyét thanh.

Chuyén hod

Pa xdc dinh c6 mot luong nho 4 chat chuyén hoa gdm: desethyleneciprofloxacin (M),
sulphociprofloxacin (M 2), oxocirpofloxacin (M 3), va formylciprofloxacin (M 4). Trén in vitro, cac
chit chuyén hoé tir M 1 dén M3 c6 hoat tinh khang khuén tuong tu hodc thdp hon hoat tinh khéng
khuén cta acid nalidixic. M4, hién dién véi lugng nho nhét, c6 hoat tinh khang khuan trén in vitro
tuong duong norfloxacin.

Thai trir " ) ‘

Ciprofloxacin dugc chuyén hoa chu yeéu dudi dang khéng chuyén hoa qua than va mét lugng nho hon
ngoai than.

Tré em

Trong céc nghién ciiu trén tré em, Cuax va AUC 1a cac chi s6 khong phu thude vao tudi. Khong quan sét
thiy c6 su ting dang ké Cumax va AUC khi ding liéu cao (10mg/kg/TID). Trén 10 tré bi nhiém khuan
ning dudi 1 tudi, Cpu sau 1 gid truyén tinh mach véi lidu 10mg/kg 1a 6,1mg/L (tir 4,6 — 8,3 mg/L); dbi
v6i nhom tré tir 1 dén 5 tudi, chi s6 Cmax 12 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 tng néu trén. Nhiing gia tri
nay nam trong khoang da duoc bao cao ddi véi ngudi 1ém & liéu diéu tri. Dua trén dan sb, phan tich vé
duoc dong hoc trén cac bénh nhan la tré em véi nhiéu loai nhiém khudn khac nhau, thoi gian ban huy
dugc du doan la khoang 4 dén 5 gio va sinh kha dung cua dung dich treo ding dudng udng la khoang
60%.

Duoc dpng hoc doi véi cde din sé bénh nhin dic biét:

| 2 SuX than: i

Tang tiep xtic voi ciprofloxacin (Cmax va AUC) va kéo dai thoi gian ban thai dugc quan sat thay ¢
nhiing d6i twong suy giam dd thanh thai creatinine (CL¢ <90 mL/min/1,73 m?) so v&i ngudi binh
thuong (CLe& > 90 mL/min/1,73 mf). Cac chi‘sé duge dong hoc twong tmg duoc tém tﬁt trong Bang 5.
Tuy thude vao mire do suy than, can chinh liéu nhu dugc néu trong mue Li€u lwgng dé dam bao co
dugce nong do thude trong huyét tuong tuong tu nhu ¢ ngudi khong suy than.

Bang 5: Cic thong so dwge dong hoc hinh trung vi (% CV) ciia ciprofloxacin & cac bénh nhén
voi cac mire do suy théin sau t?m' tinh mach liéu don

Théng s6 Pon vi Nhom bénh nhin phin loai theo chitc ning thin

CLer > 907 CLe 61-90° CL 31-60° CL:=30%

N=10 N=11 N=11 N=10

Licu* mg 400 400 400 300
AUC mg-h/L 10,2 (19) 15,4 (22)° 21,5 (26)° 30,1 (28)°
Crnax mg/L 3,80 (14) 5,86 (20)° 5,35 (28)" 4,28 (21)°
Tin h 4,59 (16) 5,23 (32) 5,72 (13)° 8,33 (30)°
CL, L/h/kg 0,234 (12) 0,138 (80) 0,087 (47)° 0,018(26)"

*dung thude tiém tinh mach véi toe d6 hang dinh trong 1h

aCl, thé hién béng mL/min/1,73 m?

bp < 005 khi so sanh vai nhom cé CLg > 90°

~ g A + A A «
Dir li¢u an toan tién 1im sang
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Déc tinh cip

Déc tinh cép cia ciprofloxacin ding dudng udng duge danh gia 1a rat thap. Theo timg loai, lidu gay
chét 50% (LDso) sau truyén tinh mach la 125 — 290 mg/kg.

Déc tinh man

» Céc nghién ctru vé tinh dung nap lau dai trén 6 thang

Dung dudng tiém

Trén khi ghi nhéan co tang nhe ndng dd uré va creatinin va cé cac thay ddi trén cac dng luon xa ciia than
& nhém dung lidu cao nhét (20mg/kg).

P Gay ung thu

Trong céc nghién ctiu vé kha nang gy ung thu trén chudt nhat (21 thang tudi) va chudt 16n (24 thang)
v6i lidu cao téi khoang 1000mg/kg thé trong/ngay trén chudt nhét va 125 mg/kg thé trong/ngay trén
chudt 16n (liéu tang dén 250mg/kg thé trong/ngay sau 22 tun), khong thdy xudt hién bit ky bing chimg
kha nang gay ung thu & bat ky liéu nao.

» Dgc tinh trén sy sinh san

Cac nghién cuu trén kha nang sinh san cua chudt _

Ciprofloxacin khoéng gy anh hudng lén kha nang sinh san, su phat trién trong tir cung va sy phat trién
sau khi sinh, ciing nhu trén kha ning sinh san ctia thé hé F1.

Céac nghién ctru doc tinh trén phoi thai

Chua phat hién bang chiing gay doc cho phdi hoic gy quai thai ctia ciprofloxacin.

Su phat trién trude va sau khi sinh trén chudt IF
" “n Es row - . > - . , . .. N e . 3

Chua phat hién bat cir anh hudng nao cuia thude dén sy phat trién trude va sau khi sinh ctia loai vat nay. art

O cubi giai doan nudi, cac diéu tra bénh sir ciing khong chi ra bat ky déu hiéu nao vé tén thuong khép & 1

cac con vat it tudi.

» Dot bién gen

8 thir nghiém vaéi ciprofloxacin trén in vitro vé bién doi gen da dugc thuc hién.

Mic dii két qua cta 2 trong s 8 thir nghiém in vitro nay (bao gém Nghién ctiu dot bién gen gy u bach
huyét trén chudt (Mouse Lymphoma Cell Forward Mutation Assay) va Nghién ctu nubi céy té bao gan
chudt da thay déi DNA (Rat Hepatocyte Primary Culture DNA Repair Assay) la duong tinh, tat ca cac
h¢ thong thir nghiém in vivo bao gbm tt ca céc tiéu chi lieu quan déu cho két qua am tinh.

Tém lai, ciprofloxacin khéng cho thay nguy co dang ké nao gay dot bien gen. Danh gia nay duoc xéac
nhan bai két qua ciia nghién ctru dai han vé doc tinh trén gen va kha nang gy ung thu trén chudt.

» Céc nghién ctru vé do an toan cho khép

Ciing nhu cac chat iic ché men gyrase khac, ciprofloxacin gay ton thuong cac khép 16n, chiu trong luc
clia co thé trén cac loai vét chua truéng thanh.

Miic do thn thuong sun rat khac nhau tuy thude vao tudi, loai, va liéu diing; mirc d6 ton thuong c6 thé
duoc giam bét néu giam luc dé 1én cac khdp. Cac nghién ctu trén dong vt trudng thanh (chudt, chd) )
cho thay khong cé ton thuong sun. Trong mdt nghién ciru trén ché sin, st dung ciprofloxacin liéu cao :
(tir 1,3 dén 3,5 14n liu diéu tri) gay thay dbi khop sau 2 tuan diéu tri, nhiing thay di nay van con ton
tai sau 5 thang. O lidu diéu tri, khéng thay nhiing ér}]@g néu trén.

Huéng dén sir dung, xir Iy va hity bé _
Pé dé& sir dung, nén dam xuyén vao vong tron & trung tdm ciia nit chan. Néu dam ngoai vong tron nay
c6 thé gay hong nut chan.

O nhiét do bao quan lanh, ¢6 thé xay ra két tua va & nhiét d6 phong, chat két tiia nay s& hoa tan tro lai.
Do vay khéng khuyén céo bao quan dich truyén trong tu lanh.

San pham phai dugc kiém tra bang mat thudng trudc khi sir dung. Chi nén sir dung dung dich trong
sudt, hoan toan khéng chia tiéu phan.
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Han dung
48 thang ké tir ngay san xuat

Piéu kién bio quan
Khéng bao quan & nhiét d6 trén 30°C.
Bao quan tranh anh sang. Khong bao quan trong ti lanh hoac tu da.

Quy cach dong géi

Ciprobay 200: Hop 1 chai chira 100ml dung dich truyén.
Ciprobay 400mg: Hop 1 chai chita 200mI dung dich truyén.
Tiéu chuén chat hrong

Tiéu chuan co s&

Co sé san xuét

Co s& xuat xuong:

BAYER AG

Kaiser-Wilhelm-Allee, 51368 Leverkusen, Duc

Co sé san xudt, dong goi so cap va dong goi thiycap: .
FRESENIUS KABI ITALIA S.R.L.

Via Camagre, 41/43 - 37063 Isola della Scala (VR), Y
Ngay duyét ndi dung tém tat san pham:
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