CIPROFLOXACIN 500 mg

VIEN NEN BAO PHIM

| GMP - WHO |

Chi dinh

Liéu hang ngay

Thei glan dleu tri
(co thé bao gom

Poc ky hwéng dan sir dung trwée khi dung.
Pé xa tam tay tré em.

Thubc nay chi dung theo don thuéc.

THANH PHAN CONG THU'C THUOC:
Moi vién nén bao phim chira:
Thanh phan dworc chat:

Ciprofloxacin (dw¢i dang ciprofloxacin hydroclorid)

..................... 500 mg

Thanh phén ta dworc: Lactose monohydrat, Tinh bot bap, Natri starch glycolat, Magnesi
stearat, Colloidal anhydrous silica, Hydroxypropyl methyicellulose, Talc, Titan dioxyd.

DANG BAO CHE:
Vién nén bao phim.

Vién nén dai, bao phim mau tréng, hai mattron, canh va thanh vién nguyén ven.

CHIiDINH:
Ngweilén

« Viém tai gitba man tinh mwng mua.

. Dot cap chiaviém xoang man tinh.

« Nhiémkhuan dwdng sinh duc nhu:
— Viém niéu dao va viém cb t cung.
- Viém mao tinh hoan - tinh hoan.
- Viémvung chau.

Nhiém khuan duéng tiéu hoa (vi du: tiéu chay khi di du lich).
Nhiém khuén 6 bung.

Nhiém khuan da va mé mém.
Viém tai ngoéi actinh.

Nhi&m khuén xwong va khop.
Dy phong nhiém khuan xam 14n do Neisseria ‘meningitidis.
Bénhthanthé hé hép (dw phong sau phoi nhidm va didu tri).
Sotglam bach cau nghingd do nhiém khuan gay ra.

Nhiém khuan dwéng tiét niéu (cé hodc khdng co bién chirng) ).
Nhi&m khuén dwéng hd hap dwdinhu:

- Dc_yt~cap cliabénh phditac nghén man tinh ). )
— Nhiém khuén phé quan phdi trong bénh xo nang hoac trong gidn phé quan.

— Viém phéi.

Tré em va thanh thiéu nién
« Nhiémkhuén phé quan phdi trong bénh xo nang.

« Nhiém khuén duong tiét niéu c6 bién chirng va viém bé than.
. Bénhthan thé ho hap (du phong sau phoi nhiém va diéu trl)

Nén phdi hop ciprofloxacin Vi cac
khang sinh khac theo hwéng dan chinh
thong.

(mg) (jleu tri ban dau
bang dwong tiém)
Nhiém khuan xwong va khép 500 mg - 750 mg, | Téi da
2 lan/ngay 3 thang
S6t giam bach cau nghi nger do nhiém | 500 mg - 750 mg, | Nén tiép tuc diéu
khuan gay ra. 2 lan/ngay tri trong subt thoi

gian gidm bach
cau

Dw phong nhiém khuan xam Ian do
Neisseria meningitidis

500 mg, liéu duy
nhat

1 ngay (lidu
duy nhat)

Dy phong sau phoi nhiém bénh than
thé hé hap va dieu tri bénh cho nhirng
bénh nhan cé thé dung dudng uéng

A . A x a x
néu thich hc_yp've mat |am sang. )
Nén dung thudc cang som cang tot sau
khi nghi ng& hodc xac dinh cé tiép xuc
v&i mam bénh.

500 mg,
2 lan/ngay

60 ngay

Nhiém khuan
dwdng tiét
niéu

Viém bang quang co
bién chirng, viém than
- bé than khong bién
chirng

500 mg, liéu duy
nhat

1 ngay (liéu
duy nhat)

Viém thén - bé than co
bién chirng

500 mg - 750 mg,
2 lan/ngay

Tbi thiéu 10 ngay,
co thé tiép tuc
diéu trj hon 21
ngay trong mét
s6 trudng hop cu
thé (vi du ap xe)

khéng bién chirng

Viém tuyén tién ligt 500 mg - 750 mg, | 2 - 4 tuan
2 lan/ngay (cap tinh)
4 -6tuan
(man tinh)
Viém bang quang 250 mg - 500 mg, | 3 ngay

2 lan/ngay

Ciprofloxacin ciing co thé str dung dé diéu tri nhi&m khuan nng & tré em va thanh thiéu
nién.
Viéc diéu tri chi nén dwoc bat dau bdi cac bac si co kinh nghiém trong diéu tri bénh xo

O phu n@ tién man kinh, c6 thé
st dung lieu duy nhat 500 mg

nang va/ hoac cac bénh nhiém khuan nghiém trong & tré em va tré vi thanh nién. Nhiém khuan duong h6 hap dudi g?gnr}:%éjso mg, | 7-14ngay
() Do khang sinh fluoroquinolon, trong dé cé Ciprofloxacin 500 mg lién quan dén cac phan
L'Png c6 hai nghiém trong (xem myc Théan trc_)ng) va cac truc‘yng hop nhiém khuan Qdeg Tréem:
tiet niéu khong bién chirng, dot cap tinh ciia bénh phdi tdc ngh&n man tinh & mot sb bénh .. .
nhan c6 thé ty khai, chi nén st dung Ciprofloxacin 500 mg cho nhing bénh nhan khong . . Thoi gian dieu tri
c6 lwa chon diéu tri khac thay thé. Chi dinh Lieu ?amngg) ngay (:%:T:i gzl:‘%%r:
LIEU DUNG - CACHDUNG: biing du"c‘rng tiém)
Liéu duing: _ - -
Liéu duing dwoc xac dinh dwa trén cac dau higu, mire do nghiém trong, vi tri nhiém khuan, Bénh xo nang 20 mg/kg, 2 lan/ngay. 10 - 14 ngay
tinh nhay c&m ctia vi khuén véi ciprofloxacin, chirc nang than va can nang. Liéu toi da 750 mg/lan
Nguoilon Nhi&m khuén duong tiét niéu co | 10 - 20 mglkg, 10 - 21 ngay
Thei gian diéu tri bién chirng va viém than - bé 2 lan/ngay. Lieu toi da
Chi dinh Liéu hang ngay | (c6 thé bao gém than 750 mg/lan
’ (mg) dieu trj ban dau Dy phong sau phoi nhiém bénh | 10 - 15 mg/kg, 60 ngay
bang dwong tiém) than thé ho hap va didu tri bénh | 2 1an/ngay. Liéu t6i da
Nhiém khuén | Dot cap cda viém 500 mg - 750 mg, | 7 - 14 ngay cho nhirng bénh nhan co thé 500 mg/lan
dwéng hd hap | xoang man tinh 2 1an/ngay dung duong uong néu thich hop
trén — -~ N ve mat 1am sang.
\{lem tai gita man 509 mg - 750 mg, | 7 - 14 ngay Nén duing thuéc cang sém cang
tinh mung mu 2 lan/ngay t6t sau khi nghi ng& hodc xac
Viém tai ngoai 4c tinh | 750 mg, 28 ngay dén dinh c6 tiép xtc véi mam bénh.
2 lan/ngay 3 thang Cac nhiém khuan nang khac 20 mg/kg, 2 lAn/ngay. Ty theo loai
Nhiém khuén | Viém niéu dao va 500 mg, liéu duy | 1 ngay (liéu Liéu téi da 750 mg/lan | nhiém khuan
gﬁgng sinh wam co tor aung nhat duy nhat) Bénh nhanlon tudi: ] ] )
; Viém mao tinh hoan 500 mg - 750 mg, | Téi thiéu 14 Liéu cho bénh nhan I&n tudi dwa vao mdre dd nhiém khuan va do thanh thai creatinin ctia
- tinh hoan; viém 2 lan/ngay ngay bénh nhan.
vung chau Bénh nhan suy than:
Nhidm khuan | Tiéu chay do Shigella | 500 mg, 1 ngay Liéu kh&i dau va liéu duy tri cho bénh nhan suy than dwoc khuyén cao nhw sau:
duong tiéu spp. (ngoai trlr 2 lan/ngay D6 thanh thai Creatinin huyét thanh Lidu ud
hoa va & bung | Shigella dysenteriae creatinin (mL/phat) (umoliL) ieu uong (mg)
typ 1) va dieu tri tiéu — -
chay khi di du lich > 60 <124 Lieu thdng thwong
Tiéu chay do Shigella | 500 mg, 5 ngay 30-60 124 - 168 250 - 500 mg méi 12 gi¢y
dysenteriae typ 1 2 lan/ngay <30 > 169 250 - 500 mg méi 24 gi®y
Tiéu chay do Vibrio 509 mg, 3 ngay Bénh nhan thAm phan > 169 250 - 500 mg méi 24 gi¢r
cholerae 2 lan/ngay mau (sau thdm phan)
St thuong han 500 mg, 7 ngay Bénh nhan thAm phan > 169 250 - 500 mg méi 24 gio
2 lan/ngay phtc mac
Nhiem khuan 6 bung 2?9 mo 750mg, | 5- 14 ngay B&nh nhan suy gan: khang cin thiét didu chinh lidu.
an/ngay Liéu cho tré em suy than va/ hodc suy gan chwa dwgc nghién clru.
Nhiém khuén da va mé mém 500 mg - 750 mg, | 7 - 14 ngay Cachdung:
2 lan/ngay Ubng nguyén vién véi mot it nwéc.

Dung ddng thai ciprofloxacin va omeprazol lam gidm Cmax va AUC cla ciprofloxacin.
Anh hwéng cia ciprofloxacin dén cac thuéc khéc.

Tizanidin

Khéng dung ddng thoi tizanidin véi ciprofloxacin. Trong mét nghién clru Iam sang trén cac
dbi twong khde manh, cho théy sy gia tang nong do6 tizanidin huyét thanh (Cmax tang 7
1&n, khoang 4 - 21 1&n; AUC tang: 10 Ian, khoang 6 - 24 Ian) khi dung ddng thoi voi
ciprofloxacin. Kem theo dé la nguy co ha huyét ap va tac dung an than manh.

Methotrexat

Ciprofloxacin trc ché sw van chuyén clia methotrexat qua éng than, d4n dén tang ndng do
methotrexat trong huyét twong va tdng nguy co doc tinh clia methotrexat. Do d6, khéng
nén dung ddng thoi 2 thube nay.

Theophylin

Dung déng thoi ciprofloxacin va theophylin co thé 1am ting ndng dé theophylin trong huyét
thanh, dan d@én tang cac tac dung phu clia theophylin ddi khi de doa tinh mang hoac ti
vong, tuy hiém xay ra. Néu duing cuing lic hai thuéc nay, can kiém tra ndng do theophylin
trong huyét thanh va giam lidu theophylin khi can thiét.

Céc dan xuét xanthin khac

Da c6 bao cao vé viéc tang ndng do trong huyét thanh clia cac d&n xuét xanthin khi diing
ddng thoi ciprofloxacin véi cafein hodc pentoxifylin (oxpentifylin).

Phenytoin

St dung ddng thoi ciprofloxacin va phenytoin co thé 1am tang hodc giam ndng do
phenytoin trong huyét thanh, vi vay can theo déi ndng dé thuéc.

Cyclosporin

Da co bao cao vé sy gia tang ndng do creatinin huyét thanh thoang qua khi dung déng thai
ciprofloxacin va cyclosporin. Do d6, can thuwdng xuyén kiém soat ndng do creatinin huyét
thanh & nhitng bénh nhan nay (2 1an/ tuan).

Thubc déi khang vitamin K

Ciprofloxacin c6 thé lam tang tac dung chong déng méau cua chét 60| khang vitamin K.
Nguy co nay cé thé thay ddi theo cac yéu té nhw nhiém khuan tiém an, tudi va tng trang
clia bénh nhan, do d6 rat kho danh gia sw gop phan clia ciprofloxacin vao viéc lam tang
INR (international normal ratio). Can theo dbi i thwong xuyén chi so INR trong va ngay sau
khi dung két hop ciprofloxacin véi chat déi khang vitamin K (nhw warfarin,
acenocoumarol, phenprocoumon hodc fluindion).

Duloxetin

Trong cac nghién ctru lam sang da chirng minh viéc str dung dong thoi duloxetin véi cac
chét e ché manh isozym CYP450 1A2 nhw fluvoxamin, co thé lam ting AUC va Cmax
ctia duloxetin. M&c du chwa co6 di¥ liéu 1am sang vé twong tac véi ciprofloxacin, nhung cac
tac dung twong tw da dwoc ghi nhan khi diing déng thoi.

Ropinirol

Trong mét nghién cru lam sang vé str dung ddng thoi ropinirol voi mprofloxacm mot chét
(rc ché isozym CYP450 1A2 & murc trung binh, d&n dén ting Cmax va AUC cla ropinirol
1an lwot la 60% va 84%. Can theo dbi cac tac dung phu lién quan dén ropinirol va diéu
chinh liéu khi can thiét trong va sau khi két hop véi ciprofloxacin.

Lidocain

Nghién ctru trén cac ddi twong khde manh st dung di‘)ng thoi lidocain véi ciprofloxacin -
mot chat (e ché vira phai isozym CYP450 1A2, lam giam d6 thanh thai cda lidocain dung
dwéng tinh mach 1a 22%. Méc du lidocain dung nap tét, nhung cac phan (rng phu cé thé
xay ra khi dung déng théi véi ciprofloxacin.

Clozapin

Sau khi dung ddng thai 250 mg ciprofloxacin v&i clozapin trong 7 ngay, ndng dé clozapin
va N-desmethyliclozapin huyét thanh tang twong (r’ng 29% va 31%. Can theo d&i lam sang
va diéu chinh lidu clozapin thich hop trong va ngay sau khi phéi hop véi ciprofloxacin.
Sildenafil

Cmax va AUC cia sildenafil tang 1&n gap déi & déi twong khde manh sau khi uéng déng
thdi 50 mg sildenafil véi 500 mg ciprofloxacin. Do d6, can than trong khi st dung
ciprofloxacin véi sildenafil va can nhic loi ich/ nguy co.

Agomelatin

Trong céc nghién ctru 1dm sang da chirng minh réng fluvoxamin - chat trc ché manh cla
isoenzym CYP450 1A2, (rc ché dang ké su trao d6i chat ciia agomelatin dan dén téng
dwoc dong hoc clia agomelatin 60 1an. Mac du chua cé bang chirng lam sang vé twong
tac v&i ciprofloxacin - chét (rc ché viva phai CYP450 1A2, nhwng cac tac dung twong tw da
dwoc bao cao khi dung déng thoi.

Zolpidem

Dung ddng thoi véi ciprofloxacin co thé 1am tang ndéng dé zolpidem trong mau, do d6
khdng nén str dung hai thuéc nay cting ltc.

Twong ky cua thubc:

Do khéng cé cac nghién clru v& tinh twong ky cla thubc, khong tron 1an thube nay véi cac
thuéc khéac.

TAC DUNG KHONG MONG MUON CUATHUOC:

Céc tac dung khéng mong muén cdia thubc (ADRs) thuwdng gép nhét la budn non, tiéu
chay.

Cac phan (rng bat loi ctia thudc thu dwoc tir cac nghién ciru 1am sang va theo déi sau khi
Iwu hanh cha ciprofloxacin (dwdng udng, tinh mach va diéu tri theo tuan tw) dwoc phan
loai theo tan suét xay ra nhw bang dwéi:

Hé co Thwéng it gap Hiém g3p | Ré&thiém | Chward
quan gap (1/100 | (1/1000 (1/10000 gap tan suat
<ADR <ADR <ADR (ADR <
<1/10) <1/100) | <1/1000) | 1/10000)
Nhiém Boi nhiém
khuén va ném
nhiém n&dm
Mau va hé Tang bach | Gidm bach | Thiéu mau
bach huyét cau uva cau, tan huyét
eosin Thiéu mau, | M4t bach
Giam bach | cau hat
cautrung | Gidm toan
tinh, thé huyét
Tang bach | céu (cé thé
cau, de doa tinh
Giam tiéu | mang)
cau, Suy tay
Tang tiéu | xwong (co6
cau thé de doa
tinh mang)

Thoi gian udng thude khong phu thudc vao biva an. Tuy nhién, thube hép thu nhanh hon
khi udng luc déi. Khéng nén udng thudc cung véi stra, yoghurt hodc nwéc ép qua tang

Hé co Thwéng it gap Hiém gap | R&thiém | Chward
quan | gdp (1/100 [ (1/1000 | (1/10000 gdp tan suét
<ADR <ADR <ADR (ADR <
<1/10) <1/100) | <1/1000) | 1/10000)
Hé mién Di trng, Phan &rng
dich Phu né di phan vé
&ng/ phu | Séc phan
mach vé (de doa
tinh mang)
Phan tng
giéng bénh
huyét thanh
Chuyén Giam Tang
hoa va thém an du@ng
dinh huyét,
duéng Ha dwong
huyét
Tam than Tang hoat | Nham I&n | Phan ¢ng | Hung cam,
dong tam | va méat loan thdn | Hung cdm
than van phuwong (co thé tién | thé nhe
dong/ Kich | hwong, trién thanh
dong Lo I&ng, hanh vi tw
Giéc mo gay thuong
bt thwong, | tich, vi du
Tram cam, | co y twéng/
(co thé tién | suy nghiva
trién thanh | thyc hién
hanh vitw | hanh vi ty
gay thwong | sat)
tich, vi du
co y twong/
suy nghiva
thye hién
hanh vi
ty sat),
Ao giac
Hé than Pau dau, Dicamva | Daunlra Bénh ly
kinh Chéng mt, | réi loan dau, than kinh
R6i loan cam giac, | Réiloan ngoai vi va
gi4c nga, Giam cam | didu phéi, | bénhly da
Réiloan vi | giac, Dang di bat | than kinh
giac Run, thgydng,
Co giat Ro6i loan
(bao gdbm | than kinh
trang thai khtru giac,
dong kinh | Tang ap
lién tuc), Iwc ndi so,
Chéng mat | Giad u ndo
Méat Réi loan Loan séc
thi giac
Tai va tai U tai,
trong Giam thinh
lwe/ khiém
thinh
Tim Nhip tim Réi loan
nhanh nhip that va
xoan dinh
(cht yéu &
nhirng
bénh nhan
co yéu tb
nguy co
kéo dai
khoang
QT), kéo
dai khoang
QT
Mach mau Gian mach, | Viém mach
Ha huyét
ap,
Ngét
H6 hép, Kho thg’y
nguc, trung (bao gom
that hen suyén)
Tiéu hoa Budn non, | Nén mira, | Viém dai Viém tuy
Tiéu chay Dau da day | trang lién
- rubt va quan dén
dau bung, | khang sinh
Kho tiéu, | (rAt hiém
DPay hoi khi gay to
vong)
Gan mat Tang Suy gan, Hoai ttr gan
transamin- | Tac mat, (hiém khi
ase, Viém gan | tién trién
Tang dén suy
bilirubin gan de doa
tinh mang)

cuwdng khoang chét (vi du, nwéc cam c6 bd sung calci).

Trong trwéng hop mét 1an quén dung thube, can ubng ngay khi nhé ra. Néu gan dén thoi
gian uéng lidu tlép theo, bd qua lidu da quén va udng thudc nhu hwéng dan cha bac si.
Khong ubng lidu gap doi dé& bu cho lidu da quén.

M6t s6 lwu y dac biét vé xwly thuéc trwéc va sau khi ste dung thudce:

Khéng co yéu cau dic biét vé xtr ly thube sau khi st dung.

CHONG CHiDINH:

- Man cam véi ciprofloxacin, khang sinh quinolon khac hodc bét ky thanh phan nao clia
thubc.

- Khéng dung déng thoi ciprofloxacin véi tizanidin.

CANH BAO VA THAN TRONG KHIDUNG THUOC:

Cac phan tng c6 hai nghiém trong co6 kha nang khong hdi phuc va gay tan tat, bao gébm

viém gan, drt gan, bénh ly than kinh ngoai bién va cac tac dung bat loi trén than kinh trung

wong.

Cac khang sinh nhém fluoroquinolon c6 lién quan dén cac phan tng co hai nghiém trong

c6 kha nang gay tan tat va khong héi phuc trén cac hé co quan khac nhau clia co thé. Cac

phan (ng nay cé thé xuat hién ddng thoi trén cling bénh nhan. Cac phan trng c6 hai

thwéng dwoc ghi nhan gdm viém gan, det gan, dau khop, dau co, bénhly than kinh ngoai

vi va cac tc dung bét loi trén hé thdng than kinh trung uong (&0 giac, lo au, trAm cam, mét

ngu dau dau nang valu Ian) Cac phan rng nay co6 thé xay ra trong vong vai gio dén vai

tuan sau khi st dung thuéc. Bénh nhan & bat ky tudi nao hoac khong co yéu td nguy co tén

tai tiv tredrc déu co thé gép nhirng phan (ng co hai trén.

Ngirng st dung thubc ngay khi cé dau hiéu hoéc triéu chirng dau tién clia bat ky phan (rng

c6 hai nghiém trong nao. Thém vao do, tranh sir dung cac khang sinh nhém

fluoroquinolon cho cac bénh nhan da tirng gap cac phan rng nghiém trong lién quan dén

quoroqumoIon

Nhiém khuén ning va nhiém nhiéu loai vi khudn gram (+) va vi khuan ky khi:

Liéu phap don tri liéu voi C|profloxa0|n khéng phu hop cho nhirng nhiém khuén nang va

céc nhiém khuan do vi khuan gram (+) va vi khuan ky khi gay ra. V&i nhiing nhiém khuén

nhuw vay, phai két hop ciprofloxacin véi cac khang sinh khac.

Nhiém tu céu (gém ca Streptococcus pneumoniae):

Ciprofloxacin khdng duoc khuyén cao dung diéu tri cac nhiém khuén do tu cau vi khéng co

hiéu qua.

Nhiém khuén dwong sinh duc:

Viém tinh hoan - mao tinh hoan va cac bénh viém khung xwong chau co thé do Neisseria

gonorrhoeae khang fluoroquinolon gay ra.

Dai véi viem tinh hoan - mao tinh hoan va cac bénh viém khung xwong chau, nén can nhic

didu tri ciprofloxacin két hop véi mot khang sinh thich hop khac (vi du cephalosporin) khi

da loai bé dwoc nguyen nhan do Neisseria gonorrhoeae khang ciprofloxacin gay ra. Néu

khong cotiéntriénsau 3 ngay didu tri, nén can nhac liéu phap diéu tri.

Nhiém khuén dwong tiét niéu

Viém bang quang khéng bién chirng & phu ni tién man kinh cé thé dung lidu duy nhét

ciprofloxacin tuy nhién hiéu qua didu tri thAp hon diéu tri trong thdi gian dai hon.

Tiéu chay & ngwoi didu lich:

Viéc Iwa chon ciprofloxacin nén xem xét dén thong tin khang thuéc ciprofloxacin cla

nhirng tac nhan gay bénh co6 thé gap & nhirng viing ma bénh nhan di du lich.

Bénh than thé hé hap:

Viéc s dung thudc trén ngwdi cén ct vao dir liéu vé tinh nhay cam in vitro, cac dir liéu

nghién ctru trén dong vat va div liéu han ché trén ngudi. Bac st nén tham khao cac tai liéu

dwoc thira nhan trong nwére val hodc quéc té vé viéc didu tri bénh than.

Tré em:

Clproﬂoxacm c6 thé gay dau khop & cac khép chiu lyc trén dong vat chwa trwdng thanh.

Chi nén tién hanh diéu tri v&i ciprofloxacin sau khi da danh gia loi ich/ nguy co do nhiing

phan trng bétlgilién quan dén khop va/ hodc mé xung quanh cé thé xay ra.

Nhiém khuén phé quén - phéi &bénh xo'nang:

Da c6 nghién clru lam sang trén cac doi twong tré em va tré vithanh nién 5 - 17 tudi. Co rat

itkinh nghiém trong viéc str dung ciprofloxacin cho tré tir 1 dén 5 tudi.

Céc nhiém khuan ndng khéc:

Nén than trong khi dung ciprofloxacin trong diéu trj cac loai nhiém khuan nang khi khéng

thé st dung cac liéu phap diéu tri khac, hodc sau khi diéu tri that bai v&i cac liéu phap quy

woc.

Quaman

Qua méan va phan &ng dj rng, bao gém ca phan g phan vé va phan tng dang phan vé,

c6 thé xay ra sau khi dung mét liéu duy nhéat va de doa dén tinh mang. Néu xdy ra phan

(rng nhw vay, can ngung dung ciprofloxacin va diing cac phuong phap diéu tri hd tro'.

Hé coxwong

Khéng nén st dung ciprofloxacin & bénh nhan c6 tién s bénh vé& gan hoéc cac réi loan

lién quan dén viéc dung khang sinh quinolon. Tuy nhién, trong mét s6 it trwéng hop, co thé

dung ciprofloxacin cho nhitng bénh nhan nay dé diéu tri cac nhiém khuén ning sau khi da

danh gia gitba nguy co valgiich.

Viém gén va dit gan (dac biét 1a gan Achilles) co thé xay ra khi diéu tri baing ciprofloxacin,

ngay ca trong vong 48 gi®» dau sau khi dung thudc. Tinh trang viém va dirt gan cling c6 thé

xay ra sau vai thang ngwng diéu tri v&i ciprofloxacin. Bénh nhan cao tu0| hodc bénh nhan

dung ddng thoi ciprofloxacin va corticosteroid c6 nguy co méc bénh v& gan cao hon. Néu

xuét hién b4t ky d4u hiéu viém gan (nhw swng dau, viém), nén ngwng dung ciprofloxacin.

Nén chu y gitr chan bi tdn thwong dwoc nghi ngoi. Than trong khi dung ciprofloxacin &

nhirng bénh nhan nhwoc co.

Réiloan thj giac

Néu thi lwc bi suy yéu hodc c6 bat ky dau hiéu nao bat thwong & méat trong khi duing

ciprofloxacin, bénh nhan can théng bao vé&ibac st dé& dwoc hd tro kip thoi.

Phan teng nhay cam véi anh sang

Ciprofloxacin cé thé gay phan (ng nhay cdm anh sang. Do d6, bénh nhan nén tranh tiép

xuctryc tiép véi anh sang mat troi hodc tia UV trong khi dung ciprofloxacin.

Hé thén kinh trung wong

Twong tw cac thudc khac nhém quinolon, da cé ghi nhan trudng hop co giat hodc giam

ngudng co giat khi st dung ciprofloxacin. D& cé bao céo vé cac trang thai dong kinh lién

tuc sau khi duing thubc. Do d6, can than trong khi duing ciprofloxacin & bénh nhan bj ri

loan than kinh trung wong. Néu co giatxay ra, can ngung ngay mproﬂoxacm

Cac phan (rng tam than co thé xay ra trong an dau dung thudc. Néu xuét hién cac triéu

chirng vé& tam than nén ngwng dung ciprofloxacin ngay lap tirc.

Cac trwcmg hop benh ly da than kinh (dua trén cac triéu chwng than kinh nhw dau, rat, rdi

loan cam giac hoac yéu co, cé thé xuat hién riéng |& hoac dong thoi nhidu triéu ching) da

dwoc bao céo & nhitng bénh nhan dung ciprofloxacin. Can ngwng dung ciprofloxacin khi

thay xuét hién cac triéu chirng ctia bénh than kinh, bao gém dau, rat, nglra ran, té va/ hodc

yéu co dé ngan chan tinh trang khong thé hdi phuc.
Hé co Thwéng it gap Hiém g3p | Réthiém | Chuard
quan gdp (1/100 | (1/1000 (1/10000 gép tan suat
<ADR <ADR <ADR (ADR <
<1/10) <1/100) | <1/1000) | 1/10000)
Da va mé Phat ban, Phan &rng | Ban xuét Hoi chirng
dwéida Ngtra, nhay cdm | huyét, ngoai ban
Me day anh sang Hong ban | mun mu
da dang, toan than
Héng ban | cap tinh
nat, (acute
Hoéi chirng | generalized
Stevens- exanthe-
Johnson matous
(co6 kha pustulosis -
néng de AGEP),
doa tinh Hoi chirng
mang), phat ban do
Hoai ter thudc v&i
biéu bi tang bach
nhidm doc | cau ai toan
(co kha va nhiéu
néng de triéu chl’yng
doa tinh toan than
mang) (Drug
reaction
with
eosinophilia
and
systemic
symptoms
- DRESS)
Co xwong Pau co Pau khép, | Yéu co,
khop va mod xwong (nhw| dau co, Viém gan,
lién két dau t&r chi, | Tang PGt gan
dau lung, trvong luc | (cha yéu l1a
dau ngwc), | cova gan
Dau khép chudt rat Achilles),
Dot cap
culia cac
triéu chirng
bénh
nhwoc co
Than va Suy than Suy than,
dwong tiét Tiéu mau,
niéu Tiéu tinh
thé,
Viém éng
than ké
Toan than Suy nhwoc | Phu mach,
va tai chd co thé, Tang tiét
Sét md hoi
Xét nghiém Tang Tang Tang INR
phosphat alymase (& nhirng
kiém mau bénh nhan
diéu tri
bang thuéc
déi khang
Vitamin K)

Thong bao ngay cho bac sy hoadc dwoc s§ nhirng phan trng c6 hai gap phai khi st

dung thuéc.

QUA LIEU VA CACH XU TRi:

Triéu chirng:

D4 ¢6 bao céo lidu 12 g ciprofloxacin dan dén cac triéu chirng doc tinh nhe. Liéu 16 g

ciprofloxacin da dwoc bao cao gy suy than cép.

Céac triéu chwng qua lidu bao gébm chong mat, run, dau dau, mét méi, co giat, 4o giac, 10

1&n, khé chiu & bung, suy than, suy gan, tiéu tinh thé va tiéu mau. Ba cé bao cao v& doctinh

than hdi phuc.

Cach xtp tri

Ngoai nhirng bién phap cap clru thwéng quy, can theo di chire ndng than, bao gdm ca pH

nuwoc tidu, acid hda nwéc tiéu, néu can thiét, dé phong ngiva tinh thé niéu. Bénh nhan can

dwoc bl nwéc day da.

Chi cé mét lugng nhd (< 10%) ciprofloxacin dworc thai trir bing cach thdm tach mau hodc

tham tac mang bung.

Trong trwéng hop qua lidu, didu tri triéu chirng. Can giam sat ECG, vi kha ning kéo dai

khoang QT.

DAC TiNH DU'Q'C LIFC HOC:

- Nhém dworc ly: Khang sinh nhém Quinolon.

- MGATC: JO1MAO02.

- Cochétacdung:
Ciprofloxacin cé tac dung diét khuidn bang cach (rc ché ca hai loai enzym:
topoisomerase loai Il (DNA-gyrase) va topoisomerase loai IV (enzym can thiét cho sy
sao chép, phién ma, slra chiva va tai td hop DNAclia vikhuan).

- Co ché dé khang:
Trong nghién ctu in vitro, sw d& khang ciprofloxacin cé thé do cac dét bién tai vi tri dich
trén DNA-gyrase va topoisomerase loai IV. Mirc d6 khang chéo gilra ciprofloxacin va
cac fluoroquinolon khac c6 sy bién thién. Trén 1am sang, nhirng dot bién don 18 co thé
khéng gay khang thudc, nhwng dét bién phirc tap thudng dan dén khang thubc véi
nhiéu hoac tat ca cac hoat chét trong nhom.
Co ché khang thubc thong qua thay ddi tinh thdm va/ hodc co ché bom thudc ra khdi t&
bao co thé tac dong khac nhau Ién tinh nhay cam cta cac fluoroquinolon. Diéu d6 phu
thudc vao cac dic tinh héa ly clia cac hoat chat khac nhau trong nhém va ai lyc ctia hé

Tim

Can than trong khi duing fluoroquinolon, bao gdm ciprofloxacin, & nhitng bénh nhan cé

cac yéu té nguy co gay kéo dai khoang QT nhu:

+ Hoi chirng kéo dai QT bam sinh.

+ S dung ddng thdi cac thubc gay kéo dai khodng QT (nhu thube chéng loan nhip nhém
IAva lll, thubc chéng trdm cam ba vong, macrolid, thuc chdng loan than).

+ Sw mét can bang dién giai (nhw ha kali huyét, ha magnesi huyét).

+ Bénhtim (nhw suy tim, nhdi mau co tim, nhip tim cham).

Bénh nhan cao tudi va phu n¥ ¢ thé nhay cdm hon véi thudc gay kéo dai QT. Do do, can

than trong khi st dung fluoroquinolon, bao gém ciprofloxacin cho nhirng déi twong nay.

Ha dwong huyét

P4 c6 bao cao ha dwdng huyét & nhivng bénh nhan dai thao dwéng, chii yéu & nguoi cao

tudi sau khi duing khang sinh quinolon. Do d6 nén chu y theo dbi lwgng dwdng trong mau &

nhirng bénh nhan dai thao dwong.

Hé tiéu hoa

Viém dai trang lién quan dén khang sinh (mtrc d6 de doa tinh mang va co thé gay tor vong)

V@i triéu chirng tiéu chay nang va dai déng trong hoac sau khi diéu tri (bao gébm vai tuan

sau diéu tri) can dwoc xem xét didu tri ngay. Trong nhirng trwdng hop nay, ngung ding

ciprofloxacin ngay lap trc va diéu tri thich hop. Chdng chi dinh dung thudc gidam nhu dong

rudt.

Théan va dwong tlét niéu

ba céd bao cao ve viéc xuét hién tinh thé niéu lién quan dén viéc st dung mproﬂoxacm

Bénh nhan c&n uéng nhidu nwéc khi duing ciprofloxacin va tranh dé& nuéc tidu bién déi qua

kiém.

Suy chirc nang than

Vi ciprofloxacin dwoc bai tiét phan Ién dwéi dang khéng di qua than nén can diéu chinh

liu ciprofloxacin cho nhitng bénh nhan suy than dé tranh gia ting tac dung khéng mong

mudn do tich Ity thudc.

Gan mat

Hoai ttr gan va suy gan de doa tinh mang da dwgc bao céo khi str dung ciprofloxacin. Do

d6, nén ngirng diéu tri khi co bét ky dau hiéu hoéc triéu chirng nao clia bénh gan (nhw

chan an, vang da, nwéc tidu sAm mau, nglra, hodc cing chwéng bung).

Thiéu Glucose-ﬁ-phosphat dehydrogenase

D3 co bao cdo vé phan trng tan mau & bénh nhan thiéu hut glucose-6-phosphate

dehydrogenase khi diéu tri v&i ciprofloxacin. Vi vay, nén tranh dung ciprofloxacin & nhirng

bénh nhan nay triv khi lgi ich cao hon nguy co' cé thé xay ra. Trong trudng hop nay, can

theo doi sw xuat hién tan huyet

Cytochrome P450

Ciprofloxacin trc ché CYP1A2 va do d6 lam tdng ndng do trong huyét thanh ciia cac thuéc

dung ddng thoi duwoc chuyén hoa bdi enzym nay (nhw theophylin, clozapin, olanzapin,

ropinirol, tizanidin, duloxetin, agomelatin). Chéng chi dinh diing déng th&i ciprofloxacin va

tizanidin. Can theo déi chét ché cac dau hiéu 1am sang clia qua liéu khi diing ddng thei cac

thudc trén véi ciprofloxacin va nén xac dinh ndng dé cac thudc diing chung trong huyét

thanh.

Methotrexat

Khong nén str dung dong thai ciprofloxacin véi methotrexat.

Twong tac véi cac xét nghiém:

Ciprofloxacin c6 thé lam cho céc xét nghiém vi khudn Mycobacterium tuberculosis bj am

tinh.

Théng tin canh bo ta dwoc:

Thubc cé chira ta dwoc lactose, do d6 bénh nhan cé cac van dé vé di truyen hiém gap nhu:

khéng dung nap galactose, thiéu hut lactase toan phan hoac kém hap thu glucose-

galactose khong nén duing thubc nay.

SUDUNG THUOC CHO PHU NI CO THAI VA CHO CON BU:

Strdung thuoc cho phu nirco thai:

Céac dir liéu vé viéc stir dung ciprofloxacin cho phu ni cé thai cho thay ciprofloxacin khéng
gay ditat hay c6 doctinh trén thai nhi/ tré so'sinh. Cac nghlen clru trén ddng vat khong cho
thay doc tinh trwc tiép hay gian tiép trén kha ning sinh san. & nhi*rng dong vat dang
trwdng thanh va dong vat mang thai co tiép xuc véi quinolon, da thay thudc cé tac dong 1én
sun chua trwdng thanh; vi thé, khong thé loai trir kha nang thudc co thé gay ton thwong
sun khép & cac sinh vat chwa tredng thanh/ bao thai. Do dé, khdng nén dung ciprofloxacin
& phunir cod thai.

Strdung thuéc cho phu ni¥cho con bu:

Ciprofloxacin dworc bai tiét vao siva me. Nén ngirng cho con bu trong thoi gian ngudi me
diéu trj v&i ciprofloxacin dé tranh nguy co déc tinh cho tré so sinh.

ANHHUONG CUATHUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:
Do céc tac dung khdng mong mudn trén than kinh ctia ciprofloxacin nén can than trong khi
dung thubc cho nguwdi dang lai xe hodc van hanh may méc.
TUONG TAC, TWONG KY CUATHUOC:
Twongtaccua thuéc:
Anh huwéng cua cac thuéc khéc Ién ciprofloxacin
Thubc kéo dai khodng QT
Thén trong khi dung ciprofloxacin hoéc cac thuéc nhém fluoroquinolon cho nhitng bénh
nhan dang dung thubc gay kéo dai khoang QT (nhw thuéc chong loan nhip nhém IAva lll,
thuéc chéng trdm cam ba vong, macrolid va thuéc chéng loan than).
Tao phtrc chelat hba véiion kim loai
Cac thubc chtra cation va bd sung khoang chét (nhw calci, magnesi, nhém, sét), cac chét
gén phosphat polymer (vi du: sevelamer hodc lanthanum carbonat), sucralfat, thuéc
khang acid va cac thuéc dém cao (vi du: vién nén didanosin) chira magnesi, nhém hoéc
calcilam gidm sy hép thu ciprofloxacin. Do d6, nén dung ciprofloxacin trwéc 1 - 2 gie» hodc
it nhat 4 gi® sau khi uéng cac thudc trén ngoai trir cac thudc khang acid thudc nhém chat
(rcché thuthé H2.
Thire an va cac ché pham tir sira:
Ché d6 &n udng bd sung calcianh hwdng khong dang ké dén swhap thu mproﬂoxacm Tuy
nhién, nén tranh st dung déng thdi cac san pham stra hoac thirc ubng bd sung khoang
chét (vi du: sira, sva chua, nwéc cam bd sung calci) véi ciprofloxacin vi sy hap thu
ciprofloxacin c6 thé bi giam.
Probenecid
Probenecid anh hwéng dén su bai tiét ciprofloxacin qua than. Dung déng thei probenecid
va ciprofloxacin lam tang ndng dé ciprofloxacin trong huyét thanh.
Metoclopramid
Metoclopramid lam tang kha n&ng hép thu ciprofloxacin (dudng uéng) dan dén giam thoi
gian dat ndng dé téi da trong huyét twong. Sinh kha dung cta ciprofloxacin khong bj anh
hwéng.
Omeprazol
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thong van chuyen cliamdi hoat chéat.

Tét ca cac co ché khang thuéc in vitro thuwdng dworc theo déi trong céc thé phan lap lam

sang. Nhiing co ché khang thuéc lam bt hoat cac khang sinh khac nhw hang rao chong

thdm (thwong gép & Pseudomonas aeruginosa) va co ché bom thubc ra ngoai cé thé
anh huwéng dén tinh nhay cdm cuia ciprofloxacin.

Da c6 bao céo vé khang thubc qua trung gian plasmid ma héa béigen gnr.

Phé khang khuan:
- Chlng nhay cam:

+ Vikhuan gram dwong wa khi: Bacillus anthracis.

+ Vi khudn gram am wa khi: Aeromonas spp., Brucella spp., Citrobacter koseri,
Francisella tularensis, Haemophilus ducreyi, Haemophilus influenzae, Legionella
spp., Moraxella catarrhalis, Neisseria meningitidis, Pasteurella spp., Salmonella spp.,
Shigella spp., Vibrio spp., Yersinia pestis.

+ Vikhuan ky khi: Mobiluncus.

+ Khac: Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis,
Mycoplasma pneumoniae.

- Nhirng chiing vi khudn ma sw d& khang méc phai ciia chiing cé thé 1a van da.

+ Vikhuan gram dwong wa khi: Enterococcus faecalis, Staphylococcus spp.

+ Vi khuan gram am wa khi: Acinetobacter baumannii, Burkholderia cepacia,
Campylobacter spp., Citrobacter freundii, Enterobacter aerogenes, Enterobacter
cloacae, Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Morganella
morganii, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia
spp., Pseudomonas aeruginosa, Pseudomonas fluorescens, Serratia marcescens.

+ Vikhun ky, khi: Peptostreptococcus spp., Propionibacterium acnes.

— Céacchiing vikhuén @& khang:

+ Vi khuadn wa khi gram dwong: Actinomyces, Enteroccus faecium, Listeria
monocytogenes

+ Vikhuan gram am wakhi: Stenotrophomonas maltophllla

+ Vikhuan ky khi: ngoai trir cac chiing da dé cap & trén.

+ Khac: Mycoplasma genitalium, Ureaplasma urealitycum.

DAC TiNHDU'Q'C DPONG HOC:
- Hapthu:

Ciprofloxacin dwoc hdp thu nhanh, chu yéu & rudt non, nong d6 t6i da trong huyét thanh

dat dwoc trong 1 - 2 gi® sau khi uéng lidu duy nhat 250 mg, 500 mg va 750 mg

ciprofloxacin.

Néng d6 dinh trong huyét thanh (Cmax) ctia ciprofloxacin trong khoang 0,56 - 3,7 mg/L

sau khi uéng lidu duy nhét 100 - 750 mg. Ndng d6 huyét thanh ting twong (rng véi liéu

1én dén 1000 mg.

Sinh kha dung tuyét di cta ciprofloxacin khoang 70 - 80%.

Dién tich dwéi duwong cong (AUC) sau khi ubng 500 mg méi 12 gio twong duwong voi

AUC ctia liéu 400 mg ciprofloxacin truyén tinh mach trong 60 phat méi 12 gio.

- Phanbé:

Ciprofloxacin lién két v&i protein huyét twong thap (20 - 30%). Ciprofloxacin trong huyét

twong chi yéu & dang khong ion hoa va cé thé tich phan bd 1én tiv 2 - 3 L/kg thé trong.

Néng d ciprofloxacin cao trong nhiéu mé khac nhau nhw phéi (dich mé, dai thuc bao

phé nang, mé sinh thiét), xoang, mé bi viém va dwéng niéu sinh duc (nwéc tidu, tuyén

tién liét, ndi mac t&r cung); tdng ndng dé ciprofloxacin trong cac mé nay cao hon néng do
dat dwoc trong huyét twong.
~ Chuyén héa:

B6n chét chuyén hoa da dwoc xac dinh o ndng do thap 1a: desethyleneciprofloxacin

(M1), sulphociprofloxacin (M2), oxociprofloxacin (M3) va formyliciprofloxacin (M4). Cac

chét chuyén hoa cho thay hoat tinh khang khuan in vitro tuy nhién & mirc dé thap hon

hop chétgéc.
Ciprofloxacin 1a mét chat trc ché isoenzym CYP 450 1A2 & mirc trung binh.
- Thaitrw:

Ciprofloxacin dwoc bai tiét phan 16n & dang khéng dbi qua dwdng than va mot lwong

nhé qua phan. Thoi gian ban thai trong huyét thanh & nguwdi c6 chirc néng than binh

thwongla4-7 gio.

Sw dao thai cua ciprofloxacin (% liéu)

Pwong udng
Nwéc tiéu Phéan
Ciprofloxacin 447 25,0
Céc chét chuyén hoa (M1 - M4) 11,3 7,5

Do thanh thai qua than cla ciprofloxacin la 180 - 300 mL/kg/gi® va do thanh thai toan
phan tir 480 - 600 mL/kg/gi¢. Ciprofloxacin dwoc bai tiét qua loc ciu than va éng than.
Suy than nang lam tang thoi glan ban thai cia ciprofloxacin [én dén 12 gio.

Do thanh thai khong qua than cua ciprofloxacin chu yéu do bai tiét va chuyén hoa qua
rudt. Ciprofloxacin bai tiét qua dwong mat khoang 1% lidu dung. Thudc hién dién trong
dich mat & ndng dé cao.

Tréem

Cacd liéu dwoc ddng hoc & tré em con han ché.

Trong mot nghién clru & tré em cho thay Cmax va AUC khéng phu thudc vao tu0| tac (> 1
tudi). Cmax va AUC ting khdng dang ké khi dung nhiéu liéu (10 mg/kg ba lan méi ngay).
Thai gian ban thai trung binh & tré em khoang 4 - 5 gio.

QUY CACHBONG GOI:
Hop 02 vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN: Dw6i30°C, tranh &m va anh sang.
HAN DUNG: 36 thang k& tir ngay san xuét.
TIEU CHUAN CHAT LUONG CUATHUOC: USP hién hanh.
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