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Dé xa tim tay tré em
Poc k§ huwéng din sir dyng trude khi diing

1. THANH PHAN CONG THUC THUOC

Thanh phén hoat chét: Ciprofloxacin Hydrochloride USP tuong duong véi Ciprofloxacin S00mg
Thanh phén ta dugc: Maize Starch, Sodium Starch Glycollate, Magnesium Stearate, Colloidal
Anhydrous Silica, Wincoat WT-1001 White (Hydroxy Propyl methyl cellulose USP,
Polyethylene Glycol USP/NF, Talc USP, Titanium dioxide).

DANG BAO CHE
Vién nén bao phlm mau lrﬁng hinh con nhéng, mét mit nhin, mjt con lai cd dudmg ké va khong
¢6 khiém khuyét nao c6 thé nhin thdy.

CHI PINH

Céc bénh nhiém khuan cé phirc tap va khéng phic tap do céc tic nhan gdy bénh nhay cim véi

ciprofloxacin.

 Nhiém khuén dudng hé hip dudi (tiy mirc do nang nhe va vi khudn gay bénh):

Ciprofloxacin ¢6 thé dwgc ding trong didu trj viém phdi do Klebsiella, Enterobacter spp.,

Proteus spp., Escherichia coli, Pseudomonas, Haemaophilus spp., Moraxella catarrhalis,

Legionella spp. va Staphylococei.

e Nhiém khuin tai gitra (viém tai giira), diic biét néu do vi khudn Gram am, ké ci
Pseudomonas aeruginosa hay do Staphylococci.

e Nhiém khudn mit.

Nhiém khuan tiét ni¢u c6 bién chimg, bao gdm nhi&m tring than-bé than.

e Nhiém khuin co quan sinh duc, ké va viém phin phy, bénh 14u va viém tién liét m}'én

e Nhiém khuén b bung (nhu nhiém khudn duong tiéu héa hoac dudng mit, viém phiic mac).

 Nhiém khuén da va mé mém.

e Nhiém khuin xuong va khop.

e Nhiém khuén huyét.

* Nhiém khuin hogc c6 nguy co nhiém khudn (dy phong) trén bénh nhén bj suy giam hé mién
dich (vi du bénh nhan dang diing thude irc ché mién djch hodc c6 gidm bach ciu).

e Khirtring dudmg rudt c6 chon loc & céc bénh nhan suy giam mién dich.

* Dy phong céc nhiém khuén xam ldn do Neisseria meningitidis.

Nhiém khuin dwong tiét nigu khéng phirc tap

Do khéng sinh fluoroquinolon, trong dé c6 ciprofloxacin lién quan dén phan mg ¢6 hai nghiém

trong (xem muc Canh bdo va thdn trong khi ding thuéce) va nhidm khuin dudng tiét niéu khéng
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phirc tap & m§t 56 bénh nhén c6 thé ty khoi, chi nén sir dung ciprofloxacin cho nhimg bénh nhén
khong c6 lua chon diéu tr khéc thay thé.

Dot nhiém khuin ciip cia viém phé quan man tinh

Do khéng sinh fluoroquinolon, trong d6 c6 ciprofloxacin lién quan dén phan {mg c6 hai nghiém
trong (xem myc Cdnh bdo va thdn trong khi dimg thude) va dot nhidm khuén cép cia viém phé
quan man tinh & mét s6 bénh nhén ¢6 thé ty khéi, chi nén sir dyng ciprofloxacin cho nhimg bénh
nhan khong ¢6 lya chon diéu trj khéc thay thé.

Viém xoang cilp tinh do vi khuin

Do khéng sinh fluoroquinolon, trong d6 cé ciprofloxacin lién quan dén phan {mg c6 hai nghiém
trong (xem muc Canh bdo va thdn trong khi dimg thude) va viém xoang cdp tinh do vi khudn &
mét s6 bénh nhan c6 thé ty khoi, chi nén sir dung ciprofloxacin cho nhitng bénh nhan khéng c6
lya chon diéu trj khéc thay thé.

Tré em

Ciprofloxacin ¢6 thé sir dung & tré em cho diéu trj chon lya thir 2 hoic thir 3 trong cdc nhidm
khudn duong tiét nigu phirc tap va viém thin-bé thin do Escherichia coli (46 tudi dugc ap dung
trong céc thir nghiém 14m sang: 1-17 tudi) va cho diéu trj dot cip ndng do bénh xo nang (cystic
fibrosis) phéi di kém vé&i Pseudomonas aeruginosa (49 tudi dugc ép dung trong céc thir nghiém
lam sang: 5-17 tudi).

Viée diéu trj chi nén bit diu sau khi da dénh gi4 cin than gita lgi fch/nguy co do thube ¢6 thé ¢6
nhimg tic dung khéng mong mudn lién quan dén khép va/hojc céc mod xung quanh,

Céc thir nghiém 14m sang trén tré em da duge thyc hién trong nhitng chi dinh trén. Pbi vai
nhimg chi djnh khac, kinh nghié¢m ldm sang con han ché.

Bénh than do hit phai (sau tiép xiic) & nguwdi I6m va tré em:

Lam giam tAn sudt bénh méi hodc sy tién trién cia bénh sau khi tiép xtic v6i trye khudn than
Bacillus anthracis trong khoéng khi.

Nén xem xét céin than céc chi din chinh thirc d3 c6 vé sir dung thich hop céc khang sinh.

4. CACH DUNG, LIEU DUNG
Lidu dung ,
Trir khi thudc dugc ké toa theo cach khac, lidu hing ngdy sau ddy duoc khuyén cdo cho:
Ngwdi lon
Bing 1: Liéu khuyén cio mdi ngdy ciia ciprofloxacin dwong uéng trén b¢nh nhin ngudi lém

Cic chi dinh Liéu ciprofloxacin mdi ngay (mg)

Nhiém khuin dudng hé hip dudi, bao gdm | 500 mg x 2 I4n &1 750 mg x 2 lan
viém phdi (tly mirc d6 ning nhe va vi khudn
gdy bénh)

Nhiém khuan tiét niéu phirc tap, bao gdm | 500 mg x 2 I4n i 750 mg x 2 lan
nhiém khuén thin-bé thin
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Nhiém khuin dudng sinh duc

- 13u, khéng phirc tap (bao gdm nhim khuén
bén ngoai b phén sinh duc)

- viém phén phy, viém tuyén tién ligt, viém
mao tinh hoan — tinh hoan

-500 mg x 1 lan

- 500 mg x 2 l4n ti 750 mg x 2 lan

Tiéu chay

- Salmonella spp
- Shigella spp

- Vibero spp

500 mg x 2 lan

Nhiém khuén khac (xem phén chi dinh)

500 mg x 2 lan

Nhiém khudn rét trim trong, de doa tinh mang,
nhur:

- Nhiém khudn t4i phét trong bénh xo nang
(cystic fibrosis)

- Nhiém khuin xuong va khép

- Nhiém khudn huyét

- Viém phic mac

Pic biét khi c6 sur hién dién ctia Pseudomonas,
Staphylococeus hodc Streptococcus

750 mg x 2 lan.

Bénh than do hit (sau phqi nhiém)

500 mg x 2 lan

Dy phong céc trudmg hop nhiém khudn xdm
lan do Neisseria menin gitidis.

500 mg x 1 lan

Nhiém khuén duomg tiét ni¢u khong phirc tap

250 mg x 2 lan dén 500 mg x 2 lan

Viém bang quang cép tinh khong phirc tap

Liéu don 500 mg

Dot nhiém khuan cdp cua viém phé quan man
tinh

500 mg x 2 lan dén 750 mg x 2 lin

Viém xoang cép tinh

500 mg x 2 lan

Tré em va thiéu nién

Bing 2: Liéu khuyén cdo mdi ngay ciia ciprofloxacin dudmg uéng & bénh nhéin tré em va

thiéu nién

Cic chidinh

Li¢u ciprofloxacin mdi ngdy (mg)

Céc nhiém khuin trong bénh xo nang

20 mg/kg the trong x 2 lan
(t6i da 750 mg/lidu)

Céc nhiém khudn dudng tiéu phirc tap va viém
than bé than

10-20 mg/kg thé trong x 2 lan
(t6i da 750 mg/lidu)

Bénh than do hit phai (sau tiép xuc)

2 x 15 mg/kg thé trong (t6i da 500 mg/liéu)

Quén liéu

Néu bj quén mét liéu, nén ding thuée ngay khi bénh nhén nhé ra trong cling ngay. Khong nén

diing lidu gép déi dé bu cho lidu da quén.
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Thong tin thém trén nhirng bénh nhiin djc bi¢t

Tré em va thiéu nién

Liéu ding khuyén cdo: xem Béng 2.

Bénh nhin ldn tudi (trén 65 tudi)

Nhirng bénh nhén 16n tudi nén ding liéu cang thdp cang tét tiy theo mirc 46 nang nhe ciia bénh
nhén va d¢ thanh théi creatinine (Xem myc Bénh nhdn suy gan, suy thdn).

Bénh nhén suy gan, suy thin

Nguoi 16m:

1. Bénh nhén suy thin

Bing 3: Liéu khuyén cdo véi bénh nhin suy thiin

DG thanh thii creatinin

Creatinin huyét thanh

Tong licu ubng mdi ngay cia

(ml/phat/1,73m?) (nmol/) ciprofloxacin
30 dén 60 123,76 dén 167,98 Toi da 1000 mg
Dudi 30 > 176,80 T6i da 500 mg
2. Céc bénh nhan suy thin d thdm tach

Déi v6i cdc bénh nhan c6 d6 thanh théi creatinin trong khoang tir 30-60 ml/phit/1,73m? (suy
than vira phai) hodic ndng d creatinin huyét thanh tir 123,76 dén 167,98 umol/l, liéu ding
ciprofloxacin dudng uéng t6i da hang ngay 1a 1000 mg.

Pb6i vd‘: cdc bénh nhén ¢6 d¢ thanh thai creatinin nhd hon 30 ml/phat/1,73m? (suy thin nang)
hodc ndng dé creatinin huyét thanh Ién hon hoac bing 176,80 umol/l, lidu dung ciprofloxacin
dudmg udng t6i da hang ngdy la 500 mg khi thim téch, nhitg ngay sau khi thim tach.

3. Bénh nhin suy thén dang thdm tach mang bung lién tuc ngoai tri (Continuous Ambulatory
Peritoneal Dialysis - CAPD)
Liéu ding clproﬂoxacm dudng ubng t6i da hang ngay 1a 500 mg (M3i 14n 500 mg, ngay 1 l4n

hodc mdi 1dn 250 mg, ngay 2 1an).

4. Bénh nhén suy gan

Trén cdc bénh nhén 6 chirc ning gan suy giam, khéng cin chinh lidu.

3. Céc bénh nhin suy gan va suy théin

D6i voi cac bénh nhin c6 do thanh thai creatinin trong khoang tir 30-60 ml/phat/1,73m? (suy
thin vira phai) hoic nbng d¢ creatinin huyét thanh tir 123,76 dén 167,98 pmol/, lidu ding
ciprofloxacin dudmng udng t6i da hang ngay 1a 1000 mg.

péi vél cdc bénh nhdn ¢6 d§ thanh thai creatinin nhé hon 30 ml/phit/1,73m? (suy than ning)
hoiic ndng dd creatinin huyét thanh 16n hon hogc bing 176,80 pmol/l, liéu dung ciprofloxacin
dwomg udng t6i da hang ngay 1a 500 mg.

Tré em

Chura c6 nghién ciru vé liéu dung & tré em ¢6 suy giam chic nang thdn va/hodc suy giam chirc
ning gan.

Ciéch dung:

Diing dudng ubng.

Udng nguyén vién thudc véi mét it nuée. Thube duge ubng khdng phy thude vio gity an.
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Néu ubng thube lac bung déi, hoat chét c6 thé dugc hép thu nhanh hon. Trong trudng hgp nay,
khéng nén ding ddng thai ciprofloxacin véi céc san phdm tir bo sira hay cic dd udng bd sung
khodng cht (nhur sira tuoi, sira chua, nuéc cam b sung thém calci) (xem muc Twong tdc, tuong
ky ciia thudc).
Néu bénh nhén khéng thé udng duge vién nén do muc dd trim trong cia bénh hodc céc nguyén
nhén khdc (vi dy bénh nhdn dang nudi dn qua dudng truyén), thi nén khdi diu didu tri véi
ciprofloxacin dang dich tiém truyén tinh mach. Sau dé c6 thé tiép tuc diu tri v6i ciprofloxacin
duong udng.
Thoi gian diéu trj
Thoi gian diéu trj tiy thue vao d6 ning cta bénh, dién bién vé& 1dm sang va vi khudn hoc. Cin
diéu trj tiép tuc t6i thiéu 3 ngdy sau khi hét sét hoic hét trigu chirng lam sang. Thoi gian didu trj
trung binh:
Newdi {om:

- 1 ngay trong trudng hop bénh 1iu va viém bang quang céip khéng phirc tap
Dén 7 ngdy déi véi nhiém khuin thn, dudng tiét niéu va & bung
Subt toan b giai doan giam bach cu ciia bénh nhan bj giam sirc d& khéng
Téi da 2 théng trong viém tiy xuwong
Va 7-14 ngay trong tit ca nhimg nhiém khuin khéc.
Piéu trj t6i thiéu 10 ngdy trong nhidm khudn do Streptococcus vi nguy co xdy ra bién chimg
mugn. }
Nhiém khuin do Chlamydia spp. phai duge didu tr téi thiéu 10 ngay.
Tré em va thiéu nién
* Bénh xo nang
Déi vi viém phéi cdp ning ciia bénh xo nang do nhiém Pseudomonas aeruginosa & tré em (do
tudi 5-17 wéi): thoi gian diéu trj 1a 10-14 ngay.
* Nhiém khuén dudmg tiét nidu ning va viém thén bé than
Di véi nhiém khudn dudmg tiét nidu ning va viém thin-bé thin do Escherichia coli, thdi gian
diéu trj tir 10-21 ngay.
 Bénh than do hit phai (sau tiép x(ic) & ngudi 16n va tré em:
Thoi gian diéu trj véi ciprofloxacin 12 60 ngy.

1

5. CHONG CHI PINH
Chéng chi dinh véi nhimg ngudi c6 tién sit qua min véi Ciprofloxacin, hoic Qumolon khéc,
hoiic bt ky thanh phén ndo cua thubc.
Diing ddng thi ciprofloxacin véi tizanidine (xem muc “Twong tdc véi cdc thube khdc va céc
logi twomg tac khdc”).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
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Céc phan (mg ¢6 hai nghiém trong ¢ kha ning khong hdi phuc va gdy tan tit, bao gdm viém
gén, dirt gan, bénh 1y thin kinh ngoai bién va cdc tac dung bt l¢i trén thin kinh trung wong.

Cic khang sinh nhém fluoroquinolon bao gom ciprofloxacin ¢6 lién quan dén céc phan img c6
hai nghiém trong c6 kha ning gdy tan tit va khong hdi phyc trén cic hé co quan khéc nhau cia
co thé. Céc phan (mg ndy c6 thé xudt hign ddng thoi trén ciing mét bénh nhan. Céc phan (mg c6
hai thuomg duge ghi nhin gdm viém gén, dint gin, dau khép, dau co, bénh 1y thin kinh ngoai vi
v cdc tic dung bét lgi trén hé thng thdn kinh trung wong (4o gide, lo 4u, trdm cam, mét ngu,
dau ddu niing va 14 13n). Céc phan img ndy ¢6 thé xay ra trong vong vai gi dén vai tudn sau khi
str dung thude. Bénh nhan & bét ky tudi nao hodc khong c6 yéu td nguy co tdn tai tir trrde déu co
thé gap nhirng phan (mg c6 hai trén.

Ngimg sir dyng thude ngay khi ¢6 ddu higu hoic trigu chimg diu tién cia bit ky phin (mg c6 hai
nghiém trong nao. Thém vao do, tranh sir dung cdc khang sinh nhém fluoroquinolon cho cac
bénh nhén da timg gp cac phén (mg nghiém trong lién quan dén fluoroquinolon.

Nhiém khuiin ning va/hodic nhiém khudin do vi khudn Gram dwong va vi khudn ky khi

D6i v6i diéu trj cac nhiém khudn ning, nhidm ty cdu (Staphylococcus) va nhiém khuin do vi
khuin ky khi, Ciproquin nén dugec ding phdi hgp véi céc thude khéng khudn thich hop.

Nhiém khudn do lién cdu (Bao gém cd Streptococcus pnewmonia)

Khong khuyén céo str dung Ciproquin trong viéc diéu trj nhidm lién cu do hiéu qua diéu trj con
han ché.

Nhiém khuin dwing sinh dyc

Viém dudng nig¢u do [au ciu, viém cé tir cung, viém mao tinh hoan, va viém ving chiu c6 thé do
dong lau cdu khuén (Neisseria gonorrhoea) khang thube fluoroquinolon.

Chi dir dung ciprofloxacin dé diéu trj viém dudmg niéu do lau ciu hodic viém cb tir cung khi bj
nhiém Iju ciu chua dé khéng ciprofloxacin.

Déi véi viém mao tinh hoan va viém viing chdu, nén xem xét viéc sir dung ciprofloxacin theo
kinh nghiém két hop véi mét thude khéng khuén thich hgp khdc (nhu cephalosporin) trir khi
Neisseria gonorrhoeae khang ciprofloxacin. Néu tinh trang 1dm sang khén g cai thién sau 3 ngiy
diéu trj, nén xem xét lai ligu phap nay.

Nhiém khuiin dwong tiét nigu

Escherichia coli khang fluoroquinolones la nguyén nhan phd bién lién quan dén nhiém khuédn
dudng tiét niéu. Trude khi ké don cén tinh dén t}'z I¢ khang thudc ciproflocaxin & dja phuong,

Sir dyng liéu duy nhét ciprofloxacin & phy nir tién man kinh bj viém bang quang ¢6 thé cho hiéu
qua thdp hon khi didu trj 1au dai. Nhimg diéu nay cén tinh dén mirc d¢ khéng thuéc ngdy cang
ting cua Escherichia coli d6i véi quinolons,

Nhiém khuin é bung

Dt ligu han ché vé higu qua ciia ciprofloxacin trong diéu trj nhidm khuin & bung sau phiu thuit.
Tiéu chay cua khdch du lich

Vige lya chon sir dung ciprofloxacin cdn phai chi y dén kha nang khéng ciprofloxacin trong
mim bénh & cic quéc gia ma bénh nhan t6i du lich.

Nhiém khudn xuong va khép
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Nén sir dung ciprofloxacin két hop véi cdc thubc khang khudn khéc khac thy thude vao két qua
clia cdc tai liéu vi sinh.

Bénh than qua dwomg hé hip

Vige sir dyung trén nguoi dya vao d§ nhay trong nghién ctru in vitro va dir 1iéu nghién ciru trén
dong vit cling v6i dir liéu han ché ciia con ngudi. Céc bac si diéu trj nén tham khéo cc tai liéu
thoa thudn gitra cdc qubc gia vashodc quée té vé viéc diéu tri bénh than.

Tré em va thiéu nién

Vige sir dung ciprofloxacin & tré em va thiéu nién nén tudin theo céc huéng din chinh thirc hién
6. Piéu tri bi’mg ciprofloxacin chi nén duogc bét ddu didu trj bdi céc bac si cé kinh nghiém trong
didu tri bénh xo ning vivhodc nhiém khuén ndng & tré em va thiéu nién.

Tuong ty nhu cde thude khéc ciing nhém, ciprofloxacin da cho thdy 6 giy bénh khép tai nhimg
khép chiju trong lue trén dng vét chua truéng thanh. Phan tich cic dir liéu an toan hién c6 vé sir
dung ciprofloxacin & nhimg bénh nhin dudi 18 tudi, da s cac truong hgp ¢d bénh xo nang, vin
chua dua ra bét ky bing chimg ndo v& cac tdn thuong & sun va khdp ¢6 lién quan dén thude.
Ngoai chi dinh diéu tri viém phéi cdp ning do bénh xo nang giy ra boi nhiém Pseudomonas
aeruginosa (tré em tir 5 — 17 tudi), cdc nhiém khuén dudmg tiét niéu phirc tap va viém than-bé
thin do Escherichia coli (tré em tir 1 — 17 tudi), va sir dung cho bénh than do hit phai (sau phoi
nhiém), thi st dung ciprofloxacin cho céc chi dinh khac van chua duge nghién ciru. Kinh nghiém
I&m sang cho cac chi dinh khéc con han ché.

Nhiém khuin phé quin — phoi trong bgnh xo nang

C6 céc thir nghiém lam sang & tré em va thiéu nién tir 5-17 tudi. Kinh nghiém han ché trong diéu
tri & tré tir 1 dén 5 tudi.

Nhiém khudn duwdmg tiét nigu va viém bé thin

Piéu trj bing ciprofloxacin trong diéu trj nhidm khun dudng tiét niéu nén duge xem xét khi céc
phuong phép diéu tri khac khong thé sir dyng dugce, nén dya trén cdc tai liéu vi sinh.

Céc thir nghiém 14m sing bao gdm tré em va thiéu nién tir 1 — 17 tudi.

Cic nhiém khudn ngng khdc

Céc nhiém khudn diéu trj theo cic huéng din chinh thirc, hoic sau khi danh cin than lai rii ro-
loi ich khi edc phuong phép diéu trj khic khéng thé sir dung dugc, hodic sau khi thit bai véi liéu
phép thong thudng va khi tai liéu vi sinh c6 thé chitng minh cho viéc sir dung ciprofloxacin.
Chua c6 cac thir nghiém ldm sang va kinh nghiém 1dm sing con han ché khi st dyng
ciprofloxacin trong viéc diéu trj cic bénh nhidm khudn ning cy thé néu trén. Do dé, cin than
trong khi diéu trj cho bénh nhén bj céc bénh nhidm khudn nay.

Qud miin

Qué mén va phan (mg dj (mg, bao gdm phan tmg phan vé ¢6 thé xay ra sau khi ding lidu ddu tién
va c6 thé de doa mang. Néu xdy ra phan (mg ny, cin ngung st dung thude va phai duge diéu tri
y té day du.

H§ co xwong

Ciprofloxacin khéng nén sir dung & nhimg bénh nhan c6 tién sir bénh/rbi loan gin lién quan dén
diéu trj véi cdc thudc nhém quinolon. Tuy nhién, trong mét sd trudmg hop, sau khi ¢é tai lidu vi
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sinh clia vi sinh vit gdy bénh va danh gia rui ro-lgi ich, ciprofloxacin ¢6 thé dugc chi dinh cho
nhimg bénh nhin nay dé diéu tri mét s6 bénh nhiém khuin ning, dic biét 1 trong trudng hop
thét bai cia lidgu phap chuin hodic vi khudn d& khéng, trong d6 dir ligu vi sinh c6 thé chimg minh
cho vige sir dung ciprofloxacin,

Viém gin va diit gin

Viém gin va dit gan (chi yéu trén gin Achilles), d6i khi & c& hai bén, co thé xdy ra véi
ciprofloxacin, thdm chi trong vong 48 gi&r ddu tién. Viém va it gin c6 thé xay ra trong khoang
thori gian cho dén vai thing sau khi ngimg diéu trj véi ciprofloxacin. Nguy co mic bénh 1y vé
gan c6 thé tang 1én & ngudi cao tudi hodic trén bénh nhin didu trj déng thoi véi cac
corticosteroid.

Néu c6 bit cir ddu hiu nio cua viém gin (vi dy sung dau, viém) nén ngung sir dung
ciprofloxacin va tham khao béc si. Nén luu y gitr cho chén bj ton thwong duge nghi ngoi va tranh
vin déng khong thich hgp.

Cén than trong khi sir dyng ciprofloxacin & nhitng bénh nhén ¢6 tién sir rdi loan gén ¢6 lién quan
dén diéu trj v6i quinolon.

Réi loan thi luc

Néu thj Iy bj suy giam hodc cé bt ky anh huéng dén thi lyc, cin c6 sy tu vén ciia cc béc si
chuyén khoa mit ngay.

Nhay cam véi dnh sdng

Ciprofloxacin da dugc chimg minh la gdy ra cic phan (g nhay cam 4nh sang. Khuyén cdo cho
cac bénh nhén sir duna ciprofloxacin trénh tiép xtc tryc tiép véi dnh sing mit trdi hodic chiéu tia
UV trong qud trinh diéu trj.

H¢ thin kinh

Ciprofloxacin, giéng nhu cic quinolon khac, ¢6 thé khi phat con co gidt hodic ha thip ngudmg
co gidt. Onhimg bénh nhédn déng kinh va bj réi loan thin kinh trung wong trude dé (vi du ngudmg
dong kinh thép, tién cin dong kinh, gidm luu lrgng médu ndo, cdu tric néo bj tn thuong hodc dot
quj), chi dung ciprofloxacin khi d cén nhéc lgi hai gitra tic dung cai thién ciia thude va nguy co
do nhig bénh nhin nay c¢é thé bj nguy hiém vi nhung tdc dung khéng mong mudn trén hé thin
kinh trung wong. Pa c6béo cdo vé cac trudmg hgp dong kinh lién tue (xem muc “Téc dung khong
mong mubn”). Néu xdy ra cogidt, cin ngimg sir dung ciprofloxacin.

Cic phin ing tim thin

Céc phan (mg trén tim thin c6 thé xay ra thim chi ngay sau lidu ddu tién cia khéng sinh
fluoroquinolon, bao gdm ca ciprofloxacin. Mét s hiém trudmng hop, trdm cam hodic céc phan {mg
loan thin c6 thé tién trién t6i viéc xuét hién ¥y trong/y nghi ty sat va hanh vi tu giy nguy hiém
cho ban thén, vi dy nhu cdc trudmg hop cd ging tu tir hoc tyr tir thanh céng (xem ‘muyc “ Tic
dung khong mong mudn”). Trong céc bién cé ma bénh nhan cé bét ky phan (mg nio nhu viy,
cin ngung ngay ciprofloxacin va ép dung céc bién phap diéu trj phi hop.

Bénh Iy thin kinh ngoai bién

i ¢6 béo cdo vé cdc trudng hop ¢6 bénh Iy da ddy than kinh cdm gide hodic cam gidc vin déng
din t6i dj cam, gidm cam gidc, loan cam holic yéu co trén céc bénh nhén ding fluoroquinolon,
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bao gbm ca ciprofloxacin. Cin khuyén céc bénh nhén dang diéu tri ciprofloxacin phai bdo co
cho céc béc sT trude khi tiép tyc trj li¢u néu xudt hién cdc triéu chimg bénh thin kinh nhu dau,
cam gidc bong rat, dau nhoi, té hay yéu co (xem muc  Téc dung khong mong mudn™).

Réi logn tim

Cén than trong khi sir dung ciprofloxacin cho cac bénh nhin ¢6 yéu t6 nguy co da biét c6 thé kéo
dai khoang QT, nhu:

- Hoi chig kéo dai khoang QT bam sinh

- Sir dung ddng thdi vai cae thude da biét 1a kéo dai khoang QT (vi dy: thudc chéng loan nhip
loai IA va logi III, thuc chéng trim cam 3 vong, khang sinh nhém macrolid, thube chéng loan
théin)

- Mt cin bing dién gidi khong dugc diéu trj (vi dy: giam kali mau, giam magnesi mau)

- Bénh tim (vi dy: suy tim, nhdi méu co tim, nhip tim chim)

Bénh nhan cao tudi va phy nir c¢6 thé nhay cam hon véi cac thude kéo dai QTe. Do dé, cin than
trong khi sir dung fluoroquinolones, bao gém ca ciprofloxacin, trong nhém 46i tuong nay.

Roi logn dwing huyét

Tuong ty nhu cic quinolon khac, rdi loan dudng huyét, bao gdm ci ha dudng huyét va ting
dudmg huyét da dugce bao cdo (Xem muc tac dung khong mong muén), thuéng & bénh nhan dai
thdo duomg cao tudi, diéu trj ddng thodi véi thube ha duomg huyét dudng ubng (vi du nhu
glibenclamide) hodc bing insulline. Céc trudng hop hén mé do ha dudng huyét da duge bdo céo.
O bénh nhan déi théo dudmg, nén theo doi cén than dudng huyét.

HE tiéu héa '

Trong trudmg hop bj tiéu chay ning hodc kéo dai sau khi didu tri, cAn tham khao béc si do triéu
chimg nay c6 thé che ddu mét bénh Iy dudng tidu héa nghiém trong (viém dai tring gid mac de
doa sinh mang c6 thé gy tir vong) cAn dugc diéu tri ngay (xem myc tdc dung khéng mong
mubn). Trong trudng hep ndy cin ngung sir dung ciprofloxacin va tién hanh diéu trj thich hop.
Chéng chi dinh diing thude @rc ché nhu déng rudt trong trudng hgp nay.

Thin va tiét nigu

Xudt hign cic tinh thé lién quan dén ciprofloxacin da dugc bdo céo. Bénh nhdn dung
ciprofloxacin nén b sung nude va tot nhét nén trénh tinh trang nhin tiéu qua marc.

Chike ndng thiin suy giam _

Ciprofloxacin dugc bai tiét chi yéu qua than & dang con hoat tinh, cén hiéu chinh liéu & nhimg
bénh nhén suy than nhu phin liu ding dé tranh sy gia ting cdc phan (mg c6 hai ctia cua thube
do syrtich lay ciprofloxacin.

H¢ gan mdt

Céc trudng hgp hoai tir gan va suy gan de doa tinh mang da dugce béo céo vai ciprofloxacin (xem
phén tac dung khéng mong mudn). Trong trudng hop c6 bat ki ddu hiéu va triéu chimg ciia bénh
gan (nhu chén an, vang da, nudc tiéu sim mau, ngira hofic céing chuéng bung), nén ngimg diéu
tri. C6 thé ¢6 ting tam thoi cdc transaminase, phosphatase kiém hodc vang da do {r mét, djic biét
trén céc bénh nhén 6 ton thuong gan trude d6, nhimg ngudi diéu trj bing ciprofloxacin (xem
Tée dung khong mong muon ciia thudc).
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Thiéu hyut men glucose-6-phosphate dehydrogenase

Phén (mg tan médu da dugc béo cdo ¢ nhimg bénh nhin sir dung ciprofloxacin bj thiéu hut men
glucose-6-phosphate dehydrogenase. Nén tranh sir dung ciprofloxacin & nhitng bénh nhén nay
trir khi lgi ich 1én diéu trj hon nguy co c6 thé xy ra. Trong trudmg hop ndy, cin theo doi sur xut
hién cua tan mau.

Khing diéu trj

Trong hofic sau khi diéu trj nhiém khuin véi ciprofloxacin, da phan 14p dugc vi khudn c6 kha
nang khéng ciprofloxacin, c6 hofc khéng c6 bdi nhiém thé hién trén 1am sang. C6 nguy co dic
biét trong vic lya chon vi khudn khéng ciprofloxacin trong thdi gian diéu tri kéo dai va khi diéu
tri nhiém khudn bénh vién v/hogc nhidm khudn do cac lodi Staphylococcus va Pseudomonas
gdy ra.

Cytochrom P450

Ciprofloxacin gdy (rc ché & mirc d6 vira phai enzym CYP 450 1A2. Cén than trong khi dung
ddng théi véi céc, thube khdc clng chuyén hod qua hé théng enzym (nhu tizanidine,
theophylline, methylxantines, caffeine, ropinirole, duloxetine, clozapine, olanzapine). Néng d6
céc thude ndy trong huyét thanh va cic tac dung khong mong muén dic trung cia thubc c6 thé
ting Ién do tac dung trc ché chuyén hod, dio thai clia Ciprofloxacin (Xem muc “Tuong tdc véi
cde thude khde va cde dang twomg tdc khdc”). Chéng chi dinh sir dung ddng thi ciprofloxacin
va tizanidine.

Methotrexate -

Khéng khuyén cdo sir dung déng thoi ciprofloxacin véi methotrexate.

Twong tdc vdi cdc test thir

Trong cdc nghién ciru in vitro, higu lyc ctia ciprofloxacin ¢6 thé gay anh huong dén test nudi ciy
Mycobacterium tuberculosis do thube trc ché syr ting trudmg clia Mycobacterium, giy ra két qué
&m tinh gia trong c4c mau bénh phim cuia bénh nhin dang dung ciprofloxacin.

Phinh djng mach va bdc tich, trao nguwpc/suy dpng mach chi

Céc béo cdo nghién ciru dich t& hoc cho thdy ting nguy co phinh déng mach chi va béc tach sau
khi sir dung fluoroquinolones, dac biét 1a & ngudi gid. Cac trudng hop phinh déng mach va béc
tiach, déi khi c6 bién chimg do v (ké ca tir vong), va trdo ngugc/suy dong mach cha da duge bio
cdo & nhimg bénh nhan ding fluoroquinolone.

Do do, fluoroquinolone chi nén dugc sir dung sau khi dénh gnei rai ro lgn fch can thdn va sau khi
xem xét cdc lya chon diéu tri khic & bénh nhan ¢é tién sir gia dinh méc bénh phinh dong mach
chii hogc bénh van tim bdm sinh, hoic & bénh nhin duge chin doén b} phlnh ddng mach chi
trude do vashodc boc tach hojc bénh van tim bim sinh, hojc cic yéu t6 nguy co hoﬁc diéu kién
khac dén tdi

- d6i véi phinh déng mach chii va béc téach dong mach chii va trao nguge/suy déng mach cha (vi
du r6i loan mé lién két nhu hoi chimg Marfan, héi chimg Ehlers-Danlos mach méu, viém dong
mach Turner, bénh Behcet, ting huyét 4p, viém khép dang thép).
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- doi véi phinh déng mach chi va béc tach (vi du: réi loan mach méu nhu viém déng mach
Takayasu hojic viém dong mach té bao khdng 15, hodc xo vira dong mach truée dé, hodc hoi
chimg Sj6 gren's) hodc nhiéu hon
- d6i véi trio ngugc/suy déng mach chi (vi dy: viém ndi tim mac nhiém khuén).
Nguy co phinh dgng mach chu va béc tach dong mach chu, ciing nhu vy déng mach chu ciing ¢
thé ting & nhimg bénh nhén duoc didu trj ddng thdi véi corticosteroid toan than.
Trong truémg hop dau bung, ngye hodc dau lung dt ngdt, bénh nhan cin tham khio ¥ kién ciia
béac sT ngay lap tirc.
Bénh nhén cin tim kiém sy chim séc y té ngay ldp tirc trong trudng hep khé thé cép tinh, méi
xuét hién tinh trang hdi hdp tim hodc phét trién phii né & bung hoiic cac chi dudi.
Natri
Thuée nay chira it hon 1 mmol natri (23 mg) cho mdi vién thude, nghia 12 vé co ban 'khéng chira
natri',

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phy nit ¢6 thai:
Céc dir liéu hién c6 vé viéc sir dung ciprofloxacin trén phy nir mang thai cho thiy khéng c6 doc
tinh gﬁy dj tit cling nhu dc tinh trén thai/tré so sinh. Cic nghién ciru trén déng vt ciing khéng
cho lhay doc tinh trén sinh san. Dya trén co s& cic nghién ciru trén dong vat, khong thé loai trir
thubc ¢ thé giy ton thuong sun khop cua bao thai, do vdy khong khuyén cdo sir dyng
ciprofloxacin trong thoi ki mang thai.
Nén sir dung bién phéf; tranh thai khi sir dung ciprofloxacin.
Phy nit cho con bii: Ciprofloxacin duge bai tiét qua stra me. Khéng ding Ciprofloxacin cho
ngudi cho con b, vi thube tich Iy & trong sira va c6 thé dat dén ndng d§ c6 thé giy tén thuong
khép. Cén nhdc ngimg cho con ba hodic ngimg thude, xem xét tim quan trong cia viée ding
thude dbi vai ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ciprofloxacin, va céc fluoroquinolon khéc, ¢6 thé anh hudng dén kha ning lai xe va vén hanh
may méc do tac dung Ién hé thin kinh trung wong (Xem phin tic dung khéng mong muén), dic
biét khi udng kém nurou.

9. TUONG TAC, TUONG KY CUA THUOC
Anh hwing ciia thube khic vi ciprofloxacin
Cic thubc giy kéo dai khoang QT
Tuong ty nhu cdc quinolon khéc, cin thin trong khi sir dung ciprofloxacin trén cdc bénh nhin
dang diing céc thuéc 1am kéo dai khoang QT (vi dy céc thubc chéng loan nhip nhém 1A va 111,
cic thude chéng trdm cam 3 vong, cic khang sinh nhém macrolid, cdc thudc chéng loan thin)
(Xem muc Canh bdo va than trong)
Pluirc chit gay chelat héa
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Diing ddng thdi Ciprofloxacin va céc thubc chira cation da hoa trj hay cac khoang chét bé sung
(nhu calcium, magnesium, nhém, sﬁt}, cdc chat gin phosphate polymer (nhu sevelamer,
lanthanum carbonate), sucralfate hay antacids va céc thubc dém cao (nhur vién didanosine) c6
chira magnesium, nhém, calcium s& lam giam hﬁp thu cua ciprofloxacin. Do vdy, nén udng
ciprofloxacin trirée 1 - 2 gidr holic it nhét 1a 4 gio sau khi ubng céc ché phﬁm trén. Ngoai trir cac
antacid thudc nhém Grc ché thy thé Ha.

Thirc dn vi cdc san phim tic bo siva

Ché d an chira canxi khong anh huéng déng ké dén syr hdp thu. Tuy nhién, nén trénh sir dung
ddng thoi céc san phe’im stra hodic db U{‘mg ting cudmg khodng chét (nhu vi du: sira, sita chua,
nuéc cam c6 bd sung canxi) vai ciprofloxacin vi ¢6 thé giam hip thu ciprofloxacin.

Probenecid

Probenecid can tré sy bai tiét qua thin cua ciprofloxacin. Ding déng thoi cdc thubc chira
probenecid véi ciprofloxacin l1am gia ting ndng d¢ ciprofloxacin trong huyét thanh.
Metoclopramide:

Lam ting hap thu cia ciprofloxacin va giam thoi gian dat dén ndng do t6i da. Khong quan sat
thdy dnh huéng trén tinh sinh kha dyng cta ciprofloxacin.

Omeprazole:

Duing déng thdi ciprofloxacin va céc thude chira omeprazole giy giam hhe n&ng d Crax va AUC
cuia ciprofloxacin.

Anh hwing cua ciprofloxacin véi cic tnug‘c khdc:
Tizanidine:

Khéng diing dong thoi céc thude chira tizanidine véi Ciprofloxacin, xem muc “Chéng chi dinh”.
Mot nghién ciru 1am sang trén ngudi khoé manh cho thdy khi ding kém véi ciprofloxacin thi
ndng d¢ cia tizanidine trong huyét thanh ting 1én (ndng d Cmax ting 7 l4n, khodng ting: 4 t6i
21 lan; AUC ting: 10 l4n, khoang ting: 6 - 24 lan). Kém theo d6 1a nguy co ha huyét dp va tic
dung an than (xem muyc “Cytochrome P450" trong myc “Canh bdo va thdn trong”).
Methotrexate:

Su van chuyén cua methotrexate trong éng than c6 thé bj trc ché khi ding déng thdi véi
Ciprofloxacin va 1am ting, ndng d6 ciia thudc nay trong huyét thanh. Pidu ndy c6 thé 1am ting
nguy co gip cdc phan (mg doc hai ciia methotrexate. Khong nén sir dyng déng thdi (xem muc
Canh bdo va thdn trong).

Theophylline:

Dung déng thoi ciprofloxacin va céc thube chira theophylline ¢6 thé giy ra sy gia tdng ngodi ¥
ndng do theophylline trong huyél thanh. Piéu niy co thé géy ra tac dung khéng mong muén do
theophylline, trong rit hiém cac truémg hop céc tac dung khéng mong mudn nay cé thé de doa
sinh mang hodic gdy tr vong. Néu bufc phai ding ddng thdi hai loai thubc ndy, nén kiém tra
nong d§ theophylline trong huyét thanh va nén giam lidu theophylline thich hgp (xem muyc
“Cytochrome P450" trong muc “Canh bdo va than trong”).

Cic din xuit xanthine khdic:
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Da 06 bdo cdo vé ting ndng d§ céc din xult xanthine trong huyét thanh khi ding déng thoi
ciprofloxacin véi cdc thube c6 caffeine hoiic pentoxifyline (oxpentifyline).

Phenytoin: .

Thay dbi nong d huyét thanh cia phenytoin (ting hodc giam) da dugc quan sét trén cic bénh
nhén ding dong thdi ciprofloxacin va phenytoin. Dé tranh Iam gidm sy kiérn sodt co giat do
giam ndng dg phenytoin va dé tranh céc tic dung khong mong muén do qué liéu phenytoin khi
ngimg dung ciprofloxacin trén bénh nhén sir dung d(‘)ng thdi ca hai thude, cin gidm sat didu tri
phenytoin bao gém ¢ do ndng d6 phenytoin huyét thanh, trong va ngay sau liéu trinh phéi hop
ciproflxacin va phenytoin.

Cyclosporin:

Nguoi ta ghi nhén c6 sy gia ting thodng qua ndng dd creatinine huyét thanh khi ding dong thai
céc thude chira ciprofloxacin va cyclosporin. Vi 1& d6, cAn phai theo ddi thudng xuyén ndng do
creatinine huyét thanh (2 14n/ tudn) cho nhitng bénh nhan nay.

Cic chit ddi vin vitamin K:

Viée diing ddng thdi Ciprofloxacin véi thude dbi van vitamin K c6 thé lam ting téc dung chéng
déng ciia thude nay. Nguy co nay c6 thé thay déi theo cdc yéu té nhu nhidm khuén tiém 4n, tudi
vi 10ng trang bénh nhén, do d6 rit khé danh gid sy gép phin cia ciprofloxacin vao viée lam ting
INR (international normal ratio). Can kiém tra INR thuéng xuyén trong va ngay sau khi diéu tri
Ciprofloxacin v6i cdc chdt dbi van vitamin K (vi du nhu warfarin, acenocoumarol,
phenprocoumon hodgc fluindione).

Duloxetine -

Céc nghién ciru 1am sang da chimg minh ring ding ddng thoi duloxetine véicdc chit e ché
manh CYP450 1A2 isozyme nhu fluvoxamine c6 thé lam ting AUC va Cmax cua duloxetine.
Miic dii hién tai chua c6 dir liéu 1dm sang vé kha niing tuong téc voi ciprofloxacin nhung c6 thé
xdy ra anh hudng trong tyr khi dung kém (xem muc “Cytochrome P450" trong muc “Canh bdo
vd thdn trong).

Ropinirole

Cdc nghién ciru da chi ra vigc sir dung dong thoi ropinirole véi ciprofloxacin, chét tc ché vira
phai isozyme CYP 450 1A2, s& lam ting thém 60% Cmax va ting 84% AUC cua ropinirole. Nén
kiém tra cc tdc dyng khéng mong muén c6 lién quan dén ropinirole trong va ngay sau khi ding
phéi véi thude nay véi ciprofloxacin (Xem phin Canh bde va thdn trong).

Lidocain

Nghién ciru trén ngudi khoe manh da chimg minh ring ding céc thude chira lidocain kém véi
ciprofloxacin, mgt chét Ge ché vira phai isozyme CYP 450 1A2, 1am gidm d@ thanh thai cia
lidocain tinh mach xuéng 22%. Tuy lidocain dung nap tét nhung c6 thé s& xay ra tuong tic c6
lién quan dén céc téc dung ngoai ¥ khi ding ddng thai lidocain véi ciprofloxacin.

Clozapine

Nong d6 clozapine va N-desmethylclozapine 1dn lugt ting 29% va 31%. Cin theo ddi lam sang
va hidu chinh lidu clozapin thich hop trong va ngay sau khi phéi hop ciprofloxacin 250mg va



https://trungtamthuoc.com/

10.

clozapine. Cin theo doi l4m sang va didu chinh thich hop liéu clozapine trong va ngay sau khi
phdi hop ciprofloxacin véi clozapine (Xem muc Canh bdo va thdn trong).

Sildenafil

Néng d Cmax va AUC ciia sildenafil ting gp hai l4n trén ngudi khde manh sau khi ubng déng
thdi 50 mg thuée ndy véi 500 mg ciprofloxacin. Do d6, cin thin trong va cdn nhic gifra nguy co
lgi ich khi ké don phéi hgp ciprofloxacin véi sildenafil.

Agomelatine

Cac nghién ctru 1dm sang da ching minh duge ring fluvoxamine, mét chét trc ché manh cia
isoenzym CYP450 1A2, irc ché rd rét sy chuyén hoa agomelatine din dén ndng d6 agomelatine
tang gp 60 ldn. Mic dd khong c6 dir liéu 1am sang nao c6 thé trong tic véi ciprofloxacin, mjt
chét e ché vira phai CYP450 1A2, tic dung tuong tyr c6 thé duge dyr kién khi sir dung déng thoi
(xem muc "Cyrochrome P450" trong myc “Cdnh bdo va thdn trong”).

Zolpidem

Phéi hop véi ciprofloxacin ¢6 thé lam tang ndng do zolpidem trong méu, khéng nén sir dung
ddng thoi.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan img thuong gip nhét 12 budn non va tiéu chay.

Céc tae dung khong mong mudn tir cdc nghién ciru 1dm sang va trong qud trinh thudc duge lwu
hanh ra thj truong. "i:ﬁn sudt cdc tic dung khong mong mubn béo cdo khi dung ciprofloxacin
dugc tom tit trong bang dudi ddy. Trong mdi nhom, tac dung khéng mong mubn dugc trinh bay
theo mirc d nghiém trong giam dan. Tan suit duge mé ta nhur sau:

- Thudng gip (=1/100 va < 1/10)

- it gap (= 171000 va < 1/100)

- Hiém gap (= 1/10000 va < 1/1000)

- Rét hiém gip (< 1/10000)

- Nhimg tdc dung khéng mong mudn chi dugc phat hién trong qué trinh lru hanh thube, va 13
nhimg tac dung khéng uéc tinh duge tan suit, dugc liét ké trong phan “Khéng rd”.

H¢ coquan | Thuwong gip itgip Hiém gip | Rit hiém gip | Khong ro
Viém rudt dai
Nhiém khudn —_— trang do
va nhiém ky . 5‘;’“ “M™ | khéng sinh
sinh tring (rdt hiém khi
gdy tr vong)
Giam bach | Thiéu méu
Réi logn miu Téing bach céu, thiéu tan huyét, méat
va h¢ bach cAu ra cosin | MAY, gidm bach ciu hat,
huyét bach cdu giam huyét
trung tinh, cdu (de doa
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tang bach céu, | tinh mang),
giam tiéu ciu, | giam tiy
tang tiéu cdu | xuong (de
doa tinh
mang)
Phan tng
phan vé,
— : shock phan vé
Réi logn he RN | g doaitinh
mién dich b p:.un‘i' 4 | mang), phan
Gag/pht mee (mg gibng
bénh huyét
thanh.,
Hoi chirng bai
tiét hormon
Réi logn nji chéng bai
tiét ni¢u khéng
thich hop
(SIADH)
Tang dudng
A
huyét
Ha dudmg
Réi logn huyét
chuyén héa Gidm sy thém | pan s 4o ha
va dinh dn va gidm #n dudmg huyét
duwing (xem myc
Canh bdo va
thin trong khi
dimg thuéc)
L ldn va mit | Phan (mg
dinh hudng, loan tAm thin
Tang hoat phan imglo | (c6 thé c6 kha '
) : Hung cam,
.R{i loan tim dong Eﬁm than ling, gidc mo | ning tién bao ggém
thin* van dong/kich | bjt throng, | trién thanh
hung cam nhe
dong trdm cam (c6 | hanh vi gy
thé c6 kha thuong tich,
ndng tién vi dy nhur cd
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trién thanh y tudmg/suy
hanh vi ty gdy | nght vand lyc
thuong tich vi | tur sat hodic ty
dynhurcoy st thanh
tuong/suy cong)
nghi va nd lyc
tir sét hodc ty
sat thanh
cong), do gidc
Réi loan cam | Pau nira dau,
Pau diu, gide, gidm | rdi logn diéu Bénh Iy day
chdag talt, cam gidc, run. phéi, r6|| logn | & b
Réi logn h¢ e B %, |domgkinh | khutu gide, i
thin kinh* l_log.l il (bao gdm ca | ting cam “§°‘" bléri w
ngu, réi loan : : bénh da day
vi gide tang thl | gidc, Bngdp | i
dong kinh), luc ndi so (gia
chéng mit u ndo).
Réi logn R logn th Réi loan mau
mit* Iyre (vi dy: séc
nhin do6i)
Rdi logn tai Elt::]’ pdm Tén thuong
va mé dao* y thinh lye
lye/nghe kém
R6i loan nhip
thét va xodn
dinh***
(duge bao cdo
Réi logn Tim dip chi yéu &
- - nhimg bénh
nhén ¢d nguy
co kéo dai
khoang QT),
kéo dai
khoang QT
Gidn mach,
fi ';:’:'d” . ha huyétap, | Viém mach

ngét
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Réi logn hé Khé thé (bao
hip, nguc va gdm ca bénh
trung thiit hen) '
. Viém rudt két
Réi logn tiéu | Budn non, L‘k’"’ T;é dokhéng sinh | .
héa tiéu chdy tig“g:ﬁ Lo | (rdt hiém khi o
Wi, gy tr vong).
[N, T 1
Rbi logn gan- Tong S da, Vi Ban | \hi tién trién
mit trasaminase, | (khong phai dntbisuy
tang bilirubin | do nhiém
Khudn) gan de dga
tinh mang).
Piém xudt
A .
huyet, ban dé Phét ban myn
d’_‘ dz!ng, Pan mu toan than
do’nut, hgi chip tinh
- chirng (AGEP).
Stevens- T
Réi logn da Pht ban, Phan (mg Johnson (c6 | H0i chimng
vi mb duwdi nglra, n6i mé | nhay cam véi | thé nguy hiém phég ban-do
da day inh séng dén tinh thuoc E"’ i ting
mang), hoai | DRch cau di
ti biéu bi toan va nhicu
nhiém doc (c6 | iy chimg
thé nguy hiém todn thia
dén tinh (DRESS})
mang)
Yéu co, viém
Dau co xuong gan, dut gén
khop (vidy: | Pau co, viém (thubmg gip
Réi logn co o 42 chii gén achille),
s kh@, ting
xirang vi mo dau lung, dau | tryong | lam n@ng hon
lién két* : ONB WECO | (e chimg
nguye) chudt rit. S
ctia chirmg
bau khép nhuge co

ning.

fa. B|T AL

N
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Suy thén, dai
Réi loan thin Tén thuong mau, soi than,
va tiét nigu thin viém thin-
ng thin k&
Phan img Pht, d6 mé .
todn thin va i;y ahuoc, | i (tang tiét gi'éid‘ bét
tai vj tri tiém* md héi) g
Ting INR (¢
Tang Nong d6 bat céc bénh nhén
phosphatase | thudng cua diéu trj bing
Kt nghitm kiém trong prothrombin, thude dbi
mau. ting amylase khang vitamin
K).

* Céac trudong hop gip phai cac tic dyng khéng mong mudn cua thude nghiém trong kéo dai (1én
dén nhiéu thing hodic nhidu nam), gdy tan tit va c6 kha ning khong thé phyc hdi, anh huéng dén
mét s6, d6i khi 1a nhidu nhém co quan va gidc quan (bao gdm cdc phan (mg nhu viém gan, dit
gin, dau khép, dau & céce chi, réi loan dang di, bénh thin kinh lién quan dén dj cdm, mét méi, cac
triéu chimg tdm thén, suy gidm tri nhé va suy giam thinh Iy, thi lye, vi gide va khiu gidc) da
dugc béo cdo lién quan dén viée sir dung quinolone va fluoroquinolone trong mét sd trudng hop
bt ké cac véu td nguy co hién ¢6. Mjt loat cac triéu chimg tim than c6 thé xay ra nhu mét phan
ciia céc tdc dyng khong mong mudn ndy, c6 thé bao gdm nhumg khéng nhit thiét giti han & cac
tic dung khong mong mubn nhu réi loan gidc ngu, lo ldng, hoang loan, 1a 1n hofic trdm cam.
Khéng c6 phuong phép diéu tri dic hiéu nao cho cédc trigu chimg cia tic dung khéng mong
mubn kéo dai hodc gay tan tit lién quan dén fluoroquinolone. Tén sudt cia cac tac dung khong
mong muén ctia thude nghiém trong kéo dai, gdy tan tit va c6 kha nang khong thé hdi phyc nay
khéng thé wéc tinh chinh xdc bing cach sir dung dir liéu c6 sin, nhung ty 1§ bdo cdo tir cdc bao
cdo vé& phan (mg thubc c6 hai cho thiy tin suét t6i thidu 1a tir 1/1.000 dén 1/10.000 (twong (mg
véi loai tn sudt hiém gip). |

** Céac truomg hop phinh dong mach chu va boc tach dong mach chi, déi khi phire tap do vo
(bao gbm ca tir vong), va tinh trang trdo ngugc/suy dong mach chi di duge béo cdo & nhing
bénh nhin ding fluoroquinolone (xem muc Canh bdo va thdn trong khi ding Jhyc';c).

*+++ Nhimg bién c6 duge bdo cdo trong giai doan luu hanh thude va duge quan st chi yéu trén
nhing bénh nhén c6 yéu té nguy co kéo dai doan QT (xem Canh bdo va thin trong khi ding
thuéc).

Céc téc dung ngoai ¥ sau thudng hay gip nhiéu hon & nhém bénh nhén didu trj voi dang tiém
truyén hodic chuyén tiép (tir dang tiém sang dang udng):

Thudng gip Non, ting thodng qua nong d¢ men transaminase, phét ban

Khéng thuong gap Giam tiéu cau, tang tiéu cau, 14 14n va mat dinh huéng, do giic, dj cdm
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12.

| va rbi loan cam gidc, co gidt, chong mat, roi loan thi giac, giam thinh
e, tim d@p nhanh, gidin mach, ha huyét 4p, tén thuong gan thoéng qua,
vang da, suy thén, phu. '

Hiém gap Giam bach cdu, giam tiy xuong, sbc phan v, phén (mg loan tim than,
dau nira dau, rbi loan khiru gidc, nghe kém, viém mach, viém tuy, hogi
tir gan, diém xudt huyét, dit gan.

Tréem

Tén suét mc bénh khop (dau khép, viém khép), duge dé cap o trén duge thu thap tir céc dir liéu
trong cdc nghién clru trén ngudi 16n. Céc béo cdo vé bénh khép kha phd bién & tré em

Théng bdo cho bdc sy cdc tde dung khng mong muin giip phai khi sir dung thuic.

QUA LIEU VA CACH XU TRi

Qué liéu 12g da duge bio céo ddn dén céc tridu ching ng ddc nhe. Khi sir dung lidu 16g da
dugce bdo céo la gy suy thin cdp.

Céc trigu chimg khi diing qua liéu bao gdm chéng mat, run, nhirc déu, mét méi, co giat, 4o gidc,
nham 1&n, khé chju & bung, suy thn, suy gan c6 tinh thé trong nudc tiéu va tiéu ra mau. Déc tinh
trén thén c6 thé dao nguoc duge.

Ngodi nhimg bién phép cip ciru thudng quy, cin theo dai chirc ndng than, bao gdm ca pH nudc
tiéu, acid héa nude tiéu, néu cin thiét, dé phong ngira tinh thé nigu, Bénh nhin cén duoc bl nurée
day di. Chi c6 mét lugng nho (< 10%) ciprofloxacin dugc thai trir bing cach thim tach m4u
hogc thim tic mang bung.

Trong trudmg hop qué liéu, cin diéu tri trigu chimg. Theo ddi ECG cin dugc thuc hién, vi kha
ning kéo dai khoang QT.

PAC TINH DUQC LYC HQC

Nhém duge ly: Fluoroquinolon

Ma ATC: JOIMAO2

Co ché tde dung: .

Ciprofloxacin Ia thudc khang sinh ¢6 phd khéng khudn rong, bao gdm ca vi khudn gram 4m va
gram duong. Téc dung ciia Ciprofloxacin la do trc ché céc enzym topoisomerase type II cua vi
khudn (enzym DNA gyrase) va topoisomerase IV 1 loai enzym cén thiét cho qua trinh sao chép,
phién m, sira chira va tai td hgp DNA.

Moi lién hé giita dieoe dong hoc va dweoe liee hoe:

Hiéu qua cha yéu phy thude vao méi quan hé giira ndng dé téi da trong huyét thanh (Cmax) va
ndng do trc ché tdi thidu (MIC) cua Ciprofloxacin dbi véi vi khuin gy bénh va mébi quan hé
gitra dign tich dudi dudmg cong (AUC) va MIC.

Co ché khdng thuéc:

— - ’
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Trong céc nghién ciru in vitro sy dé khang véi Ciprofloxacin kha phéd bién do cac dot bién tai vi
tri dich trén enzyme topoisomerase IV va gyrase ADN cuia vi khudn qua céc dgt bién da chiéu.
Nhitng dét bién don 1¢ ¢6 thé chi lam giam tinh nhay cam v6i thudc chir khéng géy dé khang trén
ldm sang, nhung dot bién da chiéu c6 thé giy dé khéng thude trén 1am sang va gy khang chéo
véi cde thude trong nhém quinolone.

Co ché dé khang 1am bét hoat cic khang sinh khéc bing cdc hang rao thim thiu (phd bién déi
véi Pseudomonas aeruginosa) va co ché bom ra ngoai ¢6 thé anh hudng dén tinh nhay cam véi
Ciprofloxacin.

Phé khdng khudn:

Ciprofloxacin ¢6 phé khdng khuan rat rong, bao gdm phdn Ién cdc mim bénh quan trong. Phin
16m cac vi khudn Gram 4m, ké ca Pseudomonas v Enterobacter déu nhay cam véi thude.

Céc vi khudn gy bénh dudng rudt nhu Salmonella, Shigella, Yersina va Vibrio cholerae thuong
nhay cam cao. Tuy nhién, véi viéc sir dung ngdy cang nhiéu va lam dung thude, da cé bao cdo vé
tang ty 1¢ khang thudc clia Salmonella.

Céc vi khudn gdy bénh dudmg hé hip nhu Haemophilus va Legionella thudng nhay cém,
Mycoplasma va Chlamydia chi nhay cam vira phai v6i thudc. Neisseria thudmg rit nhay cam véi
thude.

Trén in vitro da cho thiy céc ching vi khuén sau day thudng nhay cam véi Ciprofloxacin:
Chung di khi Gram (+):

Bacillus anthracis, Staphylococcus aureus (nhay cdm véi  methicillin), Staphvlococcus
saprophyticus, Streptococcus spp.

Chiing @i khi Gram (-):

Aeromonas spp., Brucella spp., Citrobacter koseri, Francisella tularensis, Haemophillus
ducreyi, Haemophllius influenzae, Legionella spp., Moraxella catarhalis, Neisseiria
meningitidis, Pasteurella spp., Samonella spp., Shigella spp., Vibrio spp., Yersinia pestis

Vi khudin ky khi: Mobiluncus.

Vi khuin khdc:

Chlamydia trachomatis, Chlamydia pneumoniae, Mycoplasma hominis, Mycoplasma
prneumoniae.

Céc ching sau ddy cho thidy mac d§ nhay cam khéac nhau véi Ciprofloxacin: Acinetobacter
baumannii, Burkholderia cepacia, Campylobacter spp., Citrobacter freudii, Enterococcus
Jfaecalis, 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.

Céc ching dugc coi la dd khang véi Ciprofloxacin: Staphylococcus aureus (dé khang
methicillin) va Stenotrophomonas maltophilia, Actinomyces, Enteroccus faecium, Listeria
monocytogenes, Mycoplasma genitalium, Ureaplasma urealitycum, vi khudn ky khi (Trir
Mobiluncus, Peptostreptococus, Propionibacterium acnes).



https://trungtamthuoc.com/

13. PAC TINH DUQC PONG HQC
Hap thu:
Ciprofloxacin hdp thu nhanh va d& dang & ng tiéu héa, chii-yéu & rudt non. Khi cé thirc &n va
cée thude chdng toan, hap thu thubc bj chdm lai nhung khong bj anh huéng mét cich déng ké.
Sau khi uéng, ndng d t6i da ciia Ciprofloxacin trong mau xuét hién sau 1 - 2 gi& véi sinh kha
dung tuyét déi xdp xi 70 - 80%.
Liéu duy nhat 100-750 mg cung céip ndng d t5i da trong huyét thanh (Cmax) 13 0,56 va 3.7
mg/L. Nong d6 huyét thanh ting twong tmg véi lidu 1én dén 1000 mg.
Liéu ubng 500 mg cho mdi 12 gitr da dugc thé hién theo dutmg cong ndng d6 trong huyét thanh
(AUC) twong duong véi dudng truyén tinh mach 400 mg Ciprofloxacin trong 60 phit m3i 12
gid.
Phan bé:
Kha ning gin két véi protein ctia Ciprofloxacin 1a thép (20 - 30%), va thubc c6 mit trong huyét
twong phdn 16n 12 dang khéng ion ho. Ciprofloxacin c6 thé khuyéch tan ty do ra bén ngoai
thanh mach. Thé tich phén b thube ¢ mirc én dinh 14 2 - 3 L/kg thé trong cho thy Ciprofloxacin
¢6 thé phan b rong khiip va c6 ndng d¢ cao & nhimg noi bj nhiém khudn (cic dich co thé, cdc
ma). Nong do trong md thudmg cao hon ndng dé trong huyét thanh, déic biét 1a & cic nhu mé, o,
mat va tuyén tién liét.
Nong dg trong dich bach huyét va dich ngoai bio ciing gin bing ndng dd trong huyét thanh,
Néng d¢ thube trong nude bot, nude miii, dom, dich & bung, da, sun va xuong tuy c6 thip hon,
nhung vin & mirc do thich hop. Néu maéng ndo binh thudng, thi nf“mg d6 thudce trong dich ndo ty
chi bing 10% néng d3 trong huyét tuong; nhung khi mang ndo bj viém, thi thudc ngim qua
nhiéu hon. _
Ciprofloxacin di qua nhau thai va bai tiét qua sita me. Trong mét cling ¢6 ndng dé thude cao.
Chuyén héa:
D3 xdc dinh ¢6 mét lugng nhé 4 chit chuyén héa g(‘)m: desethyleneciprofloxacin (M1),
sulphociprofloxacin (M2), oxociprofloxacin (M3), va formylciprofloxacin (M4). Trén in vitro,
cdc chit chuyén hod tir M1 dén M4 c6 hoat tinh khang khuin trong t hodic thép hon hoat tinh
khdng khudn ctia chét gée.
Ciprofloxacin gy (rc ché & miic d§ vira phai véi enzym CYP 450 1A2.
Thai trie:
Ciprofloxacin dugc thai trir chii yéu dudi dang khéng chuyén hoé qua than va mét lugng nhé
ngoai thén.
Théi gian ban théi & ngudi c6 chie ning thin binh thudmg 12 tir4 — 7 gid.
Tré em !
Trong céc nghién ciru trén tré em, Crmax v AUC la céc chi s6 khong phy thude vao tudi. Khéng
quan sét thdy c6 sy ting déng ké Cpax va AUC dung lidu cao (10 mg/kg/TID). Trén 10 tré b
nhiém khuén ndng dudi 1 tudi, Cmax sau 1 gios tiém tinh mach véi lidu 10mg/kg 1a 6,1mg/L (tir
4,6 - 8,3 mg/L); d6i v6i nhom tré tir | dén 5 tudi, chi s& Cmax 1a 7,2 mg/L. Gi4 trj AUC la
17,4mg* /L (tir 11,8 - 32,0 mg*h/L) va tir 16,5mg*/L (tir 11,0- 23,8 mg*h/L) & céc nhém tudi
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tuong (g néu trén. Nhimg gié trj ndy nim trong khoang d4 dugc bdo cdo dbi véi ngudi lém ¢
lidu didu trj. Dya trén dén sé, phén tich vé duge dong hoc trén cdc bénh nhan 14 tré em véi nhidu
logi nhiém khuén khac nhau, thei gian ban huy duge dy doan 13 khodng 4 dén 5 gitr va sinh kha
dung ciia hon djch ubng 14 khoang 50% dén 80%.

14. QUY CACH PONG GOI
Hop 10 vi x 10 vién nén bao phim

15. PIEU KIEN BAO QUAN
Bio quéan dudi 30°C. Trénh 4m.

16. HAN DUNG
36 thang

17. TIEU CHUAN CHAT LUQNG CUA THUOC
Usp

18. TEN, P]A CHI CUA CO SO SAN XUAT THUOC
KOPRAN LIMITED,
Village Savroli, Tal. Khalapur, Raigad 410202 Maharashtra State, An Dg.



