WAXICIN
(Vién nén bao phim Ciprofloxacin 500 mg)

Pé xa tim tay tré em
Poge k§ hirdmg din sic dung trwde khi ding
Thude niy chi ding theo dom thude

THANH PHAN CONG THUC THUOC
M&i vién nén bao phim chin:
Thinh phin hogt chir: Ciprolloxacin ... 300 mg

(dudi dygng 582,2 mg Ciprofloxacin hydrochloride)
Think phﬂ"u teh e Croscarmellose sodinom (Vivasol), Microcrystalline cellulose (Plain),
Laciose monohydeate, Maize starch, Colloidal anhydrous silica (Heavy), Magnesium stearate,
Purified tale, Sodium starch glycolate, Elegance coat EL-A-1003 White,
Thinh phiin eta Elegance coat EL-A-1003 White: Hydroxy propyl methyl cellulose, Propylene
glycol, Poly ethylene glycol, Talcum, Sodium lauryl sulphate, Titanium dioxide.

DANG BAO CHE

Vién nén bao phim. ,

Md ti sin pl:lil:u: Vién nén bao phim méau tring, m{l mél co dudmg vach ngang va mil con g
{rom.

CHI BINH
Céc bénh nhiém tring c6 hién chimg vii khiing cd hitn chitng do che the nhiin gy bénh nhay
cdm vi ciprofloxacin:

- Nhifm tring dwimg ho hip dudi (ty mire d§ ndng nhe v vi khudn gdy bénh):
Ciprollxoscin cd theé duge ding trong dicu trj viém phii do Kiebsiella, Enterobaciter,
Protews, E coll, Psewdomonas, Hoemophilus, Branhomella, Legionella Spp. va
Stapliylococnss.

- Whiém tring tai gita (viém tai gitta), ddc biét nguyén nhin do vi khudin Giram dm, ké cd
Preudomonas aeriginosa hay do Staphylococei.

- Nhiém tring mﬁ{

- Nhidm trimg té nidu co bign chimg bao ghm nhifm tring thin — bé thiin

- Nhim tring cor quan sinh dye, ké ¢ viém philn phy, bénh 1 va vidm tidn 18t tuyén,

- Mhiém tring 4 bung (nhur nhiém trimg dutmyg tiéu héa hode dudmg mét, viém phic mac)

- Nhifm tring da v md mém

- Nhiém tring xwong v khép

- Nhifm tring hoyét

- Nhifm tring hodic o6 nguy co nhidm tring (dy phong) trén bénh nhén bj suy giam hé
mién djch (vi dy bénh nhéin dang ding thudc suy giim mién djch hodic giam bach ciu).

- Khir tring dwémg rudt chon loe & bénh nhin suy gidgm mién djch.

= Inr phing cie tnutmg hop nhiém tring xfm lin do Neisseria meningitidis.

- Nhiém trimg duimg tiét nifu khing bién chimg: Do khing sinh fluoroguinlone, trong di
e Waxicin lién quan dén phian {mg 6 hgi nghiém trpng (xem mype Cinh bdo va thin
trong khi ding thuoe) va nhiém khudn dudmg tiét ni¢u khdng bidn climg & mit s bénh
nhiin c6 thé ty khéi, chi nén sir dung ciprofloxacin cho nhitng bénh nhin khing cd lya
chon diéu trj khic thay thé.

- Pyt nhifm khuin cip cha viém phe qudn man tnh: Do khing sinh Muoroquinolone, trong
dis c6 Waxicin lién quan dén phan (ng co hai nghiém trgng (xem mye Cénh béo vt thin




trong khi dimg thude) va dgt nhidm khudn ::.Ii'lp clin viém phé quin man tinh & mit st bénh
nhiin co the tir khdi, chi nén sir dung ciprofloxacin cho nhimg bénh nhin khing cd
chon didu tri thay thé.

- Viém Huugg cip tinh do vi khudn: Do khing sinh Nuoroguinolone, trong 86 ¢6 Waxicin
lién quan dén phin tmg ob hai nghigm trong (xem mye Canh bdo v thiin trong khi ding
thudic) vit viém xoang ciip tinh do vi khuiin & mot sé bénh nhan cd thé tr khéi, chi nén sir
dyng ciprofloxacin cho nhitng bénh nhan khéng cb Iy chon didu i thay thé,

Tré em

Ciprofloxacin co thé sir dyng cho tré em cho dJEiI trj Iy chon thir 2 hofic 3 trong céc nhiém tring
irtmg tiét nigu cb hifn chimg v viém thiin — hd thiin do Echerichia coft (dd tudi e dp dung
trong cée thir nghiém 1am sang: 1 — 17 wdi) vi cho diéu irj viém rrhfll cﬁp ning do bénh xo nang
di k&ul!':l vin Prenchmonay aeruginosd (G it duoe ap dung trong céc thir nghiém lim séng: 5 -
17 tuoi).

Vide didu trj chi nén bit diu sau khi d8 ddnh gis cfin thiin giiia lgi ich/nguy oo do thube co thé b
nhimg téc dimg khing mong mudn lién quan dén khip vahode ce mé xung quanh.

Céc thir nghigm lam sang trén iré em da duge thye hign trong nhilmg chi djnh néu trén. DA v
nhiing chi dinh khdc, kinh nghi¢m lm sdng con han ché,

Binh than liy lruyéu gun durimg hi hiip (sau phoi nhifm) & ngii lim va (ré em

Lam gidm tin suft bénh méi hofic gidm sy tién trién e bénh khi ¢ phoi nhim vai tryre khudn
than Baciluy anthracis trong khing khi,

Mén xem xét cin thin cde chi din chinh thire dd c6 v ;i dung thich hyp cae khing sinh.

LIEU DUNG VA CACH DUNG
Liéu dimg
Trir khi thube duge ké toa theo chch khie, lidn hing ngiy san diy diroc d& nghi;
N fiin:
Bang 1: Lidu khuyén cdo mdi ngiy eda Waxicin cho binh nhin ngedi lin
Chi djnh Licu mbi nghy ciia ciprofloxacin (tinh
ek ___ theamg)
Nhiém trimg dirtmg hd hlp dirdi bao gdm viém phdi ~ M#&i 1an 500 mg, ngay 2 Iin
{thy mire df ndng nhg va vi khudn giy bénh) téri mdi Ian 750 mg, ngdy 2 liin
Nhidm trimg tiét niéu cé hidn chimg bao gbm nhidm Mai lin 500 mg, ngay 2 lin
trimg thin - bé thiin i mdi lin 750 mg, ngdy 2 ln
Nhiem tring du-hng sinh dye:
- B ehura cd bién chimg (bao gim nhidm trimg bén M&i lin 500 mg, ngdy | lin
ngodi b phin sinh duc)
- viém phin phy, viém tuyén tién 1ié, viém nao tinh M#ii tin 500 mg, ngiy 2 lin
hodn — tinh hodn téri mdi kin 750 mg, ngay 2 lin
Ticu chay
- Salmonella spp. MBi lin 500 mg, ngdy 2 Lin
- Shigella spp.
- Vibero spp.
Hhﬂm | tring khie (xem mpe chi djnh) Mai lan 500 mg, ngiy 2 lin
Whiém Iring et trim irong, de doa tinh mnng nhir;
- Mhiém trimg tii phét trong bénh xo nang
- Nhi¢im trimp xwomg vi khip
- Nhidm trimg huyét Mi lin 750 myg, ngiy 2 lin
- Viém phic mac
Bje bigt khi cd s hign dign coa Psendomomas,
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Staphylococuss hojic Streptococisy
Bénh than (san phoi nhifm) o M&i litn 500 mg, nggiy 2 Lin
Dy phidvng cde tnrimg hgp nhidm tring x&m lan do Mdi lin 500 mg, ngdy 2 lin
Neisverla meningitidis
Nhiém tring dumg 1ié1 ni¢u khing bién chimg Mi fin 500 mg, ngiy | lin
Viém bing quang ﬁp tinh khiing bidn chimg MUi in 250 meg, ngdy 2 IAn
1di mdii bin 500 mg, ngiy 2 1in

Bt nhidm khudn cap cia viém phé quan man tinh Mii lin 500 mg, ngiy 2 lin

b mii Hin 750 my, ngay 2 lin

Viém xoanp cap tinh

Tré em v thién nién
Béing 2: Liéu klinyén cdo mbi ngiy ciia Wavicin & nhin nhin té em v thidu nién

MG llin SO0 mg, ngiy 2 Tin____

|Cée nhilm tring trong bénh xo g

Chi djnh Lién mbi ngiy ciia eiprofloxacin (tinh

theo mg)

(t6i da 750 my/liéu)

Céc nhifm tring didmg ticu cé bién chimg va viém

thiin-bé thin (t6i da 750 me/lidu)

20 mg/kg thé trong x 2 ln mBi ngay

10 ~ 20 mp/ky thé trong x 2 lin mdi ngiy

Thing tin thém trén whing bfnk nhin dic bige

Tré em va thidu nidn; Lign ding khuyén cdo: Xem bing 2
Ngtedi Idhn tudi (irén 65 nudi): Nhitng bénh nhén lon mdi nén dimg lidu cing thip cdng 16t
by theo mire d niing nhg cia bénh va 46 thanh lgc creatining (xem myc Bénh nhin sUy
izan, suy thin)
Bnkt nhddn suy gan, sy thdn:
Noeedd ldm:
1. Bénh nhiin suy thin

Bang 3: Litu khuyén cio vai bnh rihdin suy thin

Thanh thii creatinine Creatinine huyét thanh | Téng litu ubng mai ngay
(mlphii/1,73 m?) _{pmal/1) ciia ciprofloxacin
30 dén 60 123,76 dén 167,98 Téi dn 1000 mg
<30 > 176,8 T6i da 500 mg

2, Cic binh nhin suy thiin dang chay thim weh

P& i cdc bénh nhin cé 4% thanh thai creatinine trong khodng tir 30 dén 60
ml/phit/1,73m? gsu,-,e thin vir phii) hodc ndng d§ creatinine huyét thanh tir 123,76 dén
167,98 pmol, lidu ding ciprofloxacin ditmg uing 10i da hing ngay 14 800 mg.

Db véi cdc binh nhin c6 4 thanh thii creatinine trong khodng nhé hon 30 ml/phit/], 73m?
(suy thin nfing) hojic ndng db creatinine huyét thanh Idn hem hodic bing 176,8 pmol/l, liéu
diing ciprofloxacin duimg uing 18i da hing ngdy 14 400 mg khi thiim tach, nhimg ngiy sau
khi tham tach.

3. Bgnh nhin suy thiin dang thdm tich ming byng lign e ngogl (i (CAPD)

Liéu ding ciprofoxacin diimg udng hing ngdy 16i da 12 500 mg (mdi lin 500 mg, ngiy 1
lin hofic méi lin 250 mg, ngiy 2 1in).

4. Bénh nhin suy gan

Trén cée binh nhin cd chire ndng gan suy gidm, khing cin chinh L,

5. Cic bénh nhin suy gan vi suy thiin




P& voi ede béoh nhin co d§ thanh thii crestinine trong khodng tir 30 dén 60
ml/phit/1,.73m? gizr thin vira phii) hojc ndng d9 creatinine huydt thanh tir 123,76 dén
167,98 umol/l, figu diang ciprofloxacin dudmg uing 16i da hing ngiy 14 1000 mg.
Pdi voi ede bénh nhiin ¢6 @ thanh thai creatinine trong khodng nhd hon 30 mbphie'], 73m?
(suy thign ndng) hode ndng 49 creatinine huyét thanh 1om hon hode bing 1768 pmal/l, lidu
diing ciprafoxacin dudmg udng 18i da hing ngdy 14 500 my.
Treé em
Chira ¢ nghién ciu vé lidu dimg & tré em c6 suy gidm chire ning thiin va'hodc suy gidm
chire niing gan.,
Cach ding
Nudt nguyén vién thubde vii mét it mave, Thude dirpe uémg mid khong phy thude vio gid in,
MNéu ubng thudc lie byng déi, hoat chiit c6 thé dwge hip thu nhanh hon. Khong nén ding dbng
thiri Waxicin vii cdc sin phﬂm tir ber sita hay cde db ubing bo sung khedng chit (vi dy: sita (o,
sita chua, nirde cam bd sung calel) (xem mye Twong tée, tromg ky cia thudc),
Méu hénh nhén khdig tlyé uﬁng duge vién nén do mie db (rim rong cis bEnh hode cde nguyén
nhiin khidc, khéi diu didu 1ri duoe khuyén edo bang ciprofloxacin dang tiém lmj.'én sut 6 ¢ the
liép tpc vdi nipmﬂuxmin dudmg udng.
Thiri ginn dicu (rj
Thiri ginn diu trj Wy thude vio di trim trong cis bénh, dién bidn v& lm sing va vi tring hoe,
Ciin difu trj tidp e 18i thidy 3 ngiy sau khi bét s51 hofic hét triéu chimg 1im sing. Théi gian
diéu 1 trung binh:
Mg lom:
- | ngiy trong trutmg hop liu cip vi viém bing quang cdp khang bién chimg,
- dfn 7 nghy trong nhigm tring thin, dudng mﬁ nigy va & byng,
- sudit todn bd piai dogn gam bach ciu cda bénh nhin bj giam sire d& khing
- 10i da 2 thing trong viém tly xueomg
- vt 7~ 14 ngdy trong tdt cd nhidm khudn khéc.
Didu trj 18i thiu 10 ngay trong nhi¢m khuin do Streprococnss vi nguy cor xiy m bién chimg
L.
Nhifm trimg do Chlamydia Spp. nén dugc didu tr 1 thigu 10 ngiy,
Tré em v thifu nién
Bénh xo mang: Dol voi viém héi ciip biing ctia bénh xo nang do nhi€m Pseudomonas ceriginosa
dr tré em (A3 tudi tir 5 — 17 tudi), thod gian didu trj 12 10 - 14 ngdy.
Nhigm trimg dutmg 1181 niéu nfing vi viém thin — bé thin do Excherichia coli, thév ginn didu 1
tlr 10 — 21 ngay.

CHONG CHI BINH

Quit min ciprofloxacin hode cie quinolone khic hay véi bit ki 14 duoe ndo duge lig ké trong
mipe Thimh phiin coing thire thisde,

Diing dbng théi ciprofloxacin vai tizanidine (xem mye Twong the, tuong ky eda thube).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén trinh sir dyng ciprofloxacin & nhig bénh nhin cb tidn sir bj cée phin tmg khong mong
mutn nghiém trong khi sir dung céc sin phim chir quinolone hodic Aluoroquinalone (xem myc
Téc dyng khéng mong mudn cia thube). Chi nén bit ddu didu tri nhimg bénh nhin ndy bing
ciprofloxacin khi khéng e6 cde Iy chon dicu trj thay thé vi sau khi dénh gis loi ich/nguy co cin
thiin (xem thém myue Chéng chi dinh),

Ciie tie phin dng c6 hai nghigm trong cé khi niing kKhéng hbi phac va giy tin tjt bao gdm
vidm gin, dirt gin, binh Iy thiin kinh ngoai bién vi cde tic dyng biit loi trén thin kinh
frung rong.
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Cie khing sinh nhidm Muorogquiolone ed lién gquan dén cic phiin img o hgi nghiém trong cb kha
nfing khéng hoi phyc va gy thn 1§t trén cée hé co quan khac nhau coa co thé. Cic phin (mg iy
ch thet xudit hién ddng thivi trén cimg binh nhin. Cdc phin fmg cé hai thmg dwoe ghi ahin bao
gom viém gén, dirt gin, dau khdp, dou co, bénh 1 thin kinh ngogi vi va cde e dung bit loi teén
hé thiin kinh trung womg (do gidc, lo du, trim cim, mat ngi, dau diin ndng va 10 Wn). Cée phin
fg nidy cd (hé xdy ra, trong vong vai giir didn v wulin suu khi st dyng thube. Bénh nhin & bt ki
tudi ndo hofic khding cd véu 1 nguy oo i gi bir tredre déu c6 thé gdp che phin dmg ¢o hyi trén,
Mgimg sir dyng thuie ngay khi ed diu higu holie tridu chimg dau tién eia bat ky phén img co hgi
nghiém rong ndo, Thém vao do, inh s dung cde khing sinh nhom fluorguiolone cho céic bénh
nhiin da timg, gip cdc phin img nghiém trong lién quan dén fluorgquinlone,

Nhiém khuin njing va nhiém khuin hin hep cia vi khuin Gram dwong va vi khudn ky ldhi
Ciprofloxacin dom trj khing phi hop dé diéu irj cac bénh nhim khudin ndng v ede tnromg hop
nhidm khuiin m‘rlthé do céc vi khudn Gram duong hode vi khudn ky khi, Trong nhimg mrimg hop
nity, cin dimg déng thiri ciprofloxacin vii edc chilt khing khudn thich hgrp khde.

Nhifm khudn lién ciu (hao uﬂm Sreptococcus puenmoniae)

Ciprofloxncin khing duge khuyén céo dé didu trj nhifm khudn do Strepvococcus do khng b
hidu qua diy di.

Nhifm khuiin dwimg sinh dye

Viégm nidu dgo do lju chu, viém cd tir cung, viém mido tinh - tinh hodn vi cde bénh viém ving
chiju o thé iy ra do Neisseria gonorrhoeae dé khing fluoroquinolone,

Vi viy, chi nén ding ciprofloxacin dé didu i viém nidu dgo do 13u chu holic viém cb tir cung
néu Melsseria gonorrhoede dé khing Nuoroguinolone 3 dupe logi trir.

Theo kinh nghigm, ddi véi vidgm mbo tinh - tinh hoan v edc binh viem ving chiu, cin xem xét
két hop ciprofloxacin véi mit chit khing khudn thich hgp kbhée (vi dy: cephalosporing khi
Neisveria gonorrhocae 8é khing ciprofloxacin d& duge lond teir. Néu sau 3 gy didy irj ma
khéng thily cai thién trén 14m sang thi phii xem xét lai.

Nhiém khnin dwimg tiét nigu

Escherichia coli dé khdng Tuorogquinelone 14 tic nhin gly bénh thuémg glp nhét lign quan dén
nhiém khudn didng 66t nigu. Bac 5T k& don nén xem xét dén 7 1§ khang thude 1ai dia phirong
cim Eveherfchia coli doi vai cée quinolone,

Liéu duy nhit ciprofloxacin et thé duge sir dung trong viém bing quang khing bién chimg & phu
nit tidn man kinh ed thé cho higu qua thip hom so véi ding thude nhidu ngay, Péy 1 it ci nhimg
didty clin xem %6t lidn quan dén mire 49 ting d& khing cia Escherichia coli dbi v guinolone,
Nhiém khuin 6 byng

Cébe dif Ligu vé higu qui el ciprofloxacin trong didu trj nhim khudn & bung sau phiu thudt con
han che.

Hénh tidu chay coa khidch du lch

Vige Iy chon ciprofloxacin phii xem xét din théng tin v& kb ning khéng ciprofloxacin cia cde
tic nhin giy bénh tai cdc mede du ljch.

Nhi€m khuin sirong va khip

Ciprofloxacin nén duge sir dyng két hyp voi cde chit khdng khuiin khic thy thude viio két qua
ciin efic xét nghigm vi khufdn hoe,

Bénh thun qua dwirng hi hip

Vige sir dyng thude cho ngién dira toén diF lidu vé tinh nhyy cim rén i vitro v trén ddng vit
thyre nghiém cing véi ede div lido chn it han ché teén ngnsd. Bac sT didu irj nén tham khio cic
i ligu qubc gin vivhode thod higp quie 1€ lign quan dén vide didu trj bénh than.

Tré em

Viée sir dung ci mﬂmu[:ﬂn o iré em vi tré vj thinh nién nén tin theo hrmg din chinh thire
hign ed, Vige didu i biing ciprofloxacin chi nén dige bil diu bii cée bde si cd kinh nghigm
trong didu trj bénh xo nang vaholic cde bénh nhidm khudn niing & imé em vi tré vi thinh nién,
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Ciprofloxacin d& duge chimg minh I giy ra bfnh khdép & cic khép chju lye cia dgng viit chia
tnromg thinh, Dt lifu an toan tir m§t nghién ciu mi d8i, ngdu nhié, vé vige sir dung
ciprofloxacin & ré em i 1 dén 17 tudi (nhom ding ciprofloxacin: n = 335, woi trung binh =63
tudi; nhém dbi chimg: n = 349, Wi trung binh = 6,2 tudi) cho thiy ty 1 méc bénh khip nghi npd
lién quan dén thude (nhin biét or ede div hidu va trigu chimg Wim sing lign quan dén khap) vio
ngay +42 & 2 nham lin Lt 14 7,2% vl 4,6%, Tuemg tmg, (¥ 1@ mbe bénh khip lign quan dén
thude & 2 nhdm khi theo dai | niim 180 hegt 14 9,0% va 5,7%. Sy gia ting cic trudmg hop bi bénh
khdp nghi ngdv lién quan dén thudc theo thiv gian khéng co ¥ nghia thing ké giira cdc nhom. Do
che tie dyng phy cb thé xdy ra lién quan dén khap vithodic mé xung quanh, chi nén béi dau didu
trj sau khi da dinh gid lyi ichiguy co cin thdn (xem myc Téc dung khing mong muin cla
thude).

Hhiﬁ]ﬂ] khuiin phf qninrphil & hénh nhiin xo nang

Céc thir nghiém Jém sing 88 bao gbm iré em il trd vi thanh nién tir 5-17 twdi. C& it it kinh
nghig¢m tron diéu trj cho tré em tir | dén 5 fuidhi,

Nhiém HIIEII dirirmg tiét nigu o6 bién chimg vi viégm thin-bé thijn

Diu trj nhifm khudn duwing té nigu bing ciprofloxacin chi nén duge xem xét khi khdng thé sir
dyng cée phuong phap didu i khae vi phai dys teén két qua et @i Bée vi khudn hoe.

Ciic thir nghidm lim séng di bao gdm tré em va thanh thiéu nién tir 1-17 tubi.

Ciie nhidm khuin ﬂx:g chuyén biét khibe

Cic bénh nhifm khidn niing khéc phi) hop voi hudmg dén chinh thire, hofic sau khi déanh gid cin
théin I ieh/nguy co kln che pharemg phap didy irj khic khimg s dung dwge, hofic san khi 1I||I;:t
bai véi cde ligu phap thong thidmg va khi tdi lifu vi khudin hoe chimg minh duoce cho viée sir
dyung ciprofloxacin.

Vide sir dyung l:ipmﬂuxﬂr.i.n cho cie trinmg hop nhifm khudn niing chuyén biét khdc hon nhimg
ey hop dugre dé clip & Irén chu Illl'l,‘!l.. dinh gia lrung cde thir nghigm lam sang va Kinh
nghu;lm liim sdng ¢dn han ché, Do d6, cin thiin trong kin dicu trj cho bénh nhiin mie cic nhitm
khuin ndy.

s min

Quét miin vi phin dmg dj img, bao gdm ca phin img phin vé vii phin img dang phin v& cb thé
xay m sou khi uﬁng miit lidu dom (xem mye The dung khiing mong mudn i |huﬁn} va eb thé de
doa dén tinh mgng. Néu xdy ra phin img, nén ngimg ding ciprofloxacin va bénh nhin cin dugc
didu trj v 16 ddiy da,

LI§ ev xurong

Nhin chung, khing nén ding ciprofloxacin chio bénh nhin cd tién st bj bénh/rdi loan gén lién
quan dén dicu trj bing quinclone. Tuy nhién, trong mdt vii trrdmg hop it hidm gip, sau khi o6
tai liéu vi sinh vt sinh viit gy bénh vii sau khi dinh gida nguy coflpi ich, co thé ké don
ciprofloxacin cho nhimg bénh nhén nay dé diéu trj mt s& bénh nhiém kbudn nding nhit djnh, dic
bigt trong tnndmg hop thét bai vdi cic liéu phép tiu chufin hogc do vi khudn khiing thudc, trong
dé dit liéu vi sinh co the bién minh cho vige sir dyng ciprofloxacin.

Viém gin va dirl glin

i ¢6 bido cdo vé tinh trang viém gin v din gin (dic biét 1 giin Achilles), d6i khi ca hai bén, cd
the xdy m sém nhit trong vong 48 pid ssu khi bt dau dicu tr hﬂng tlumulunu vil
fluoroquinolone, thim chi xdy ra dén vai thang sau khi ngimg diéu trj. Nguy co vigm gén va dirt
ghin cb thé ting & bénh nhiin cao i, bénh nhin suy thin, bénh nhin ghép tang v nhimg ngurvi
duge dicu trji dong thodi vii corticostercid. Vi vily, nén trinh st dung dﬁng thivi wdi
corlicosteroid.

Khi ¢b diu hign ban diu cia viém gin (vi dy nhie sung da, viém) nén ngimg ding ciprofloxacin
v efin nhile didu tr thay thé. Cae chi bj dnh hirmg :fn dhrpe du:u trj thich hep (vi dy: o dinh).
Khiing diing corticosteraid néu xiy ra cae dio higu cia bénh 1y vé gin.



Mén dir dyng ciprofloxacin thin trgng & bénh nhin nhuge co, vi cde tridu chimg o6 the trim
trong thém (xem mye Thac dpng khéng mong mubn cda thude),
Riii loan thi hye
Néu thi Iye b suy gidgm hodic cb bit ky dnh hindng nio dén mit, ein dén béc si chuyén khoa mét
ngay lip tic.
MWhay cim vii dnh sing
Ciprolloxacin di dupe chimg minh 14 giy ra phin (mg nhay cdm vin énh sdng. B&ah nhin dang
ding eiprofloxacin nén trinh tidp xic e IiéP v dnh ndng mit tivi hode tia UV trong qud trink
diéu irj {xem mye The dung khéng mong mudn cia thudc).
H§ thin kinh trung wong
Ciing nhir céc quinolone khde, ciprofloxacin duge biét 14 ¢6 thé gy a con co gidt hode lim ha
nguimg co gifl. Cac innimg hop dong kinh dil dige bdo cdo. Mén siv dung ciprofloxacin thin
trgng cho nhiimg bénh nhéin bj rot logn thén kinh trung womg o thé d& bj co gidt. Néu co gifl xay
ra, nén ngimg ding ciprofloxacin (xem myc Tic dyng khdng mong mudn cia thude). Cic phén
img tim thitn c6 thé xiy ra ngay ci sau lidu ciprofloxacin diu tién, Trong mat vai tnodmg hop
hiém gfip, teim cam holic rbi logn 1m thin cé (hé tién trién thanh ¥ dinh/suy nght tu 1k ma dink
diém 4 cb phng tr tir hoBic hodn thanh ty nir. Trong nhing inedmg hep nhur vy, nén ngimg
eiprofloxaein,
Bénh 1y thin kinh ngogi bién
Ci trrimg hop viém da diy thin kinh cam gide hodc viin ding din dén dj cam, i logn gidm
cim gide, gidm chm gide hode suy nhuge & duge béo cdo & nhimg bénh nhiin ding quinelone va
Muoroguinolone, Bénh nhin dang diéu i bing ciprofloxacin nén thiing bdo cho bédc si cda by
trrise khi tiép tye dicu trj ncu phil trién cdc trigy chimg cta bénh thiln kinh nhir dau, rit, ngia
ran, 1& hofie yéu dé npfn npia sy phit trién ciia tinh trgng ¢o the khing hoi phue (xem mue Thc
dung khéng mong mudn cin thube), '
1R loan tim
Cln thin trong khi sir dyng Muoroguinolone, bao gdm ciprofloxacin cho bénh nhin duge bidt 14
¢b yéu b nguy co kéo dai khodng Q1 nhir L,
- Hii chimg QT kéo dai bim sinh :
- Sir dyng ddng thin véi cac thube duge bidt 1a 1am kéo dai khodng Q1 (vi dy: Cc thube
cliéng“l;mn nhip nhém 1A vi 111, thude :hﬁng tram cam 3 vimg, cic macrolid, thube :hﬁng
logn thiin).
- Mt ciin biing dién gidi khong duge diéu te (vi du: ha kali miu, hi magnesi mdu)
- Bénh tim mach (vi dy nhur suy tim, nbdi miu eo tim, nhip tim chjim)
Bénh nhin cao tudi vi phy nft cd thé nhay cam hom vii cde thube kéo dai QTe. Do dd, cin thin
trpng khi sir dyung fluoroguinolon, bao gom ciprofloxacin cho nhimg déi trong ndy. (Xem cic
mipe Lidu ding, céch ding - binh nhin cao twdi, Tiomg tde, tuomg ky cin thude, Tic dyng khing
mong mudn e thube va Qud lidu va cach xi ).
Rl logn dwirng huyét
Nhur vii 1t ¢4 cde quinolone, réi loan dirtm huydt, bso gdm i ha dwimg huyét va ting dudmg
huyet di durge bdo cdo, chil yéu & nhimg bénh nhin dii thao dutmg duge didu 1] ddng théd v
thude hy diimg huyét diimg udng (vi dy, glibenclamide) hofic vii insulin. Céc tnimg hop hén
mé do ha diimg huyét di duge béo cédo. O bgnh nhin dii thio dudmg, nén theo doi cin thin
dutmg huyét (xem mye Tée dyng khing mong mudn cia thube).
HE tiéu héa
Tiéu chiy ndng va dai ding xudt hign trong hofic sau khi didu tr (ké cd vai tudn sau khi didu )
ch thé cho thiy tinh trang viém dai tring lign quan dén khang sinh (c6 thé de doa tinh mang va
déin dén ur vong) vi cin diéu trj ngay 13p tire (xem mye Téc dyng khing mong mudn ein thudic).
I'rong nhimg trimg hop ndy, nén ngimg ngay ciprofloxacin va bilt diu mdt ligu phip didu trj
thich higp. Ching ehi dinh thube chiing nhu dgng rudt trong tinh hudng nay.




Thiin vik tiét nifu

Tinh thé nidu lién quan dén viée sir dyng ciprofloxacin di duoe bdo cho (xem muc Tic dyng
khiéng mong mubn cia thuoe), Bénh nhén ding ciprofloxaein nén udng mnde diy do va trinh
nurde tidu bj nhifm kim qud mie,

Suy gidm chire ndng thin

Vi ciprofloxacin [:llgi Iém duwge thii trir qua thin & dgng khéng doi nén cin diéu chinh liéu &
bénh nhin suy gidm chire ning thin nlar & md 18 trong myc Lidu ddng, cich ding 38 trinh ting
cie the dyng khing mong mudn eia thude do tich ty ciprofloxacin,

11§ gan mit

Chic inrémg hgp hogi U gan vi suy gan de doa tinh mang &8 duoc bdo cdo khi l:ll'mP; ciprofloxacin
(xem mye Tée dung khdng mong mudn cia thude). Trong trudmg hop ed bét k¥ div hidu va rigo
chimg cia bénh pan (nlur chin &n, vang da, nuée lidu shm mau, ngira hode byng meém), nén
ngimg didu trj.

Thiéu byt glueose-6-phosphate dehydrogenase

Céc phin tmg tan huyét 45 duge bdo cdo voi ciprofloxacin & nhitmg bénh nhin bj thidu hyt
glucose-6-phosphate: dehydrogenase. MNén trinh dimg ciprofloxacin & nhitng bénh nhén ndy trir
khi Iy fch tidm ndng vugt trdi so v nguy cor cb (hé xdy ra. Trong trutmg hop niy, cin theo dai
kha niing ¥y ra lan méaun,

e khang thube

Trong hofic sau mt dit didu (i véi ciprofloxacin, céc vi khudn c6 biéu hién & khing véi
ciprofloxacin cé thé duge phin lap, cd hodie khing ¢ bii nhidm o rét rén lam sdng. C8 thé cb
nguy co dic higt khi chon vi khioéin dé khing ciprofloxacin trong thii gian didu trf kéo dai va khi
didu tr cde nhifm khwin bénh vign vivhodic nhidm khudn giy ra bdi cde lodi Staphdococens va
Prendamonas,

Cytochrome 1*450

L‘Emﬂunncjn ire ché enzyme CYPIA2 vi do d6 ¢ thé 1am tang ndng do huyét thanh cia cie
chét dimg dong thiv duge uhuyén hia biri enzym niy (vi dy: theophylline, clozapine, olanzpine,
ropinirole, tizanidine, duloxeting, agomelsting). Ching chi dinh ding ddng thiv ciprofloxacin va
tizanidine. Vi viiy, bénh nhin diing eac chit nay ddng thid véi ciprofloxscin nén duge theo dai
chiit ch che diu hidu qui lidu trén lim sing, v o thé cin xde dinh nbng 46 thude trong huyé
thanh {vi dy: theophyline) (xem myc Tuong tic, twomyg ky cia thude),

Methotrexate

Ehéng EhLF;-'Eu cho ding ddng théd ciprofoxacin vii methotrexate (xem mye Tuong tic, luomg
ky e thudic),

Anh hirdmg dén cic xét nghifm

Trén in vitra, hogt tinh khing Afycobacterium tuberculosis cia ciprofloxacin e thé cho kit qua
xét nghiém vi khudn m tinh gia trong chc miiu bénh phim cia nhimg bénh nhin hién dang dimg
ciprofloxacin.

IPhinh va béc theh djng mach chi, vi trao ngweehd van tim.,

Cée nghign eir dich 18 hoe bdo cdo sy gia ting nguy co phinh vi bée tich ddng mach chi, djic
biét & nhitng bénh nhin cao Wwoi, vi sy irko ngaoe i ddng mach chit vi van tim bai 14 sau khi
uing fluaroquinalone. Céc trrimg higp phink vi boe tich ddng mach chit, 481 khi phite tap do vy
(bao gbm ci nhitng trodmg hop tir vong), va tinh trgng trdo nguge/ha caa bit ky van tim nio da
duge hﬁuuﬁbcﬁn & nhimg bénh nhin ding Muoroquinolone (xem mye Tde dung khing mong mubn
ciia thube).

V1 wily, ehi nén sir dyung Tuoroyuinolone sau khi danh gig cin thin lod ich-nguy co vi sau khi cin
nhiic cde lidu phip diéy trj khic & nhimg bénh nhin eb tién si gin dinh mic bénh phinh ddng
mpch hodi bgnh van tim bim sinh hofic & nhimg bénh nhin duge chin dodn bj phink vithode bbc
tich @dng mach chi hode bénh van tim trude do, hodie sy hign dign cia cde yéu 1 nguy cor hode
etz tinh trang khie c6 thé din dén cdc tinh trang niy:

< o'
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- Dii vii chimg phinh vi boc tich dfng mach chi, trio ngwgehd van tim (vi dy: roi logn
mb lién két nhir bi chimg Marfan, by chimg Ehlers-Danlos, hdd chitng Turner, hénh
Behcet, ting buyét ap, viém khap dang thilp),

- Dbi viri chimg phinh vi boe theh ddng maeh ehi (vi dy: roi loym mach nhur viém déng
mach Takayasu hode viem ddng mach 18 bio khdng 16, hodic chirmg xo vita déng mach da
biét, hofic hai chimg Sidgren) hode

- Gly irho nguerchd van dm (vi dp: viém ndi tAm mac nhiém khuﬁn}.

Nguy co phinh vi boe tich ding mach chi va khd ndng v clia ching ciing b {hé ting én &
nhimg bénh nhin dwoe didu tri dong thi véi corlicosteroid ding duing todn than.

Trong trimg hep b dau bung, ngye hodie limg dit ngdt, bénh nhin cin duge thio luin ngay vii
héc si cfip cinu,

Bénh nhéin nén dén co s y 18 ngay Mip tic trong tnrdmg hop kho thr cdp, tim bt ddu dip nhanh,
o@ic phil né tién trién & ving byung hodc chi dudi.

Th dwye

I'hude ndy cb chir lactose. Bénh nhin bj rbi logn do di il.'u:fé'-l‘: khing dung ngp galactose nhu
galnctose miu, kém hip thu glucose-galactose khing nén ding thude nay.

Thude ndy o chim dudi | mmal (23 mg) natrd trong méi vién, duge coi nhr *khing chim natri’.
Mt lugmg nhé Isopropy! aleohol trong thude niy 58 khing giy ra bét ki téc dung ding chi §
T,

SUDUNG THUOC CHO PHU NU'CO THAL VA CHO CON BU

Phy nir ¢ thai

Cae diy lidn hign ob vé vise diing ciprofloxacin eho phy nit ¢6 thai cho thiy khéng cb dj tit hode
ddic tinh ddi v thai nhi/tré so sinh. Céc nghién cim trén dang vt klidng chi ra e hai tnge tidp
hodie gian tiép lign quan dén dic tinh sinh sin, O dong vit clura tnrdng thanh va tnrde khi sinh
liép xdc véi cie quinolone cho thdy ¢ dnh hwéng trén sun chira tisdmg thinh, do d6, khing the
logi trir kha ning !hu-fm giy ton thuomg syn khdp o ngudi chira tnmg thanh hodic thai nhi (xem
e DiE Ligu an todn tign 1dm sdng),

Bé phing ngim, khing nén sir dyng ciprofloxscin irong thin ki mang thai.

I"hy nir cho con bi

Ciprofloxacin duge bai tiét vio sita me. Do b nguy co gy ton thuong khop, khing nén ding
ciprofloxacin trong thin k3 cho con b,

ANH HUONG CUA THUOC LEN KIA NANG LAI XE VA VAN HANH MAY MOC
Do dnh hurdmg dén thin kinh, ciprofloxscin o6 thé anh huéng dén thivi gian phin tmg. Do d6, khi
niing I xe hofic vin hinh mady moe co the bj suy gidim.

TUONG TAC, TUONG KY CUA THUOC

Twong tic cin thube

Anh hiring ciia cdc thuie khde dén ciprofloxacin

(e thude degre hidy I kéo dii khodng OT

Ciling nhir che Huoroquinolone khéc, nén si dung ciprofloxacin thiin irgng & nhiflng bénh nhidin
dang ditng cie thude duioe bidt 1a kéo dai khoang QT (vi dy: thude chéng loan nhip nhim 1A v
nhém [T, thuoe ching trim cam ba vong, cde macrolid, thude chng loan thin) (xem mue Cénh
bao va thiin trong khi ding IJ11.1£51:~.}.

Sir hinh thémh phire chdt chelat hoa

S dluﬁdﬂllf. thiri eiprofloxscin (dbmg udng) véi cde thude chim cation da hoa trj va chc sén
phim bd sung khodng chit (vi dy: calci, magnesi, nhim, =ir), ehit két dinh phosphate phin 1
eao (i di: sevelamer hofic lantan cachonate), sucralfste hoje thude khing acid, v che thudc cd
tinh dém cao (vi di vién nén didanosine) cd chim magnesi, nhim hodc calei lam gidm sy hf.p



thu eia ciprofloxacin. Do do, nén dimg ciprofloxacin 1-2 gid trinde hode it nhit 4 gitr sau khi
diing cdc ché phim ndy. S hgn ché ndy khong dp dung cho thude khing acid thude nhém thube
trc ché thy thé Ha.

Thiee phim vét cde sdn phédm i sia

Calei trong thye phim cia bir din khéng anh hudmg diing ké dén sy hip thu ciprofloxacin. Tuy
nhién, nén trinh st dyng ddng thési vii cde sin phim tir sia hoge dd uing cb bb sung khodng
chait (vi dy: sira, sitm chua, nirde cam tng cudmg calei) vii ciprofloxacin vl lim gidm s hap th
ciprofloxacin.

Probenecid

Probenecid cén trd sy bdi tiét ciprofloxacin qua thin. Ding dng thoi probenecid voi
ciprofloxacin lim ting ndng 49 ciprofloxacin trong huyét thanh,

Merocloprimide

Metoclopramide tam ting the 46 hiip thu ea ciprofloxacin (dutmg udng) din dén thivi gian dat
durge nong d6 161 da trong huyét trong nhanh hon, Ehing Lllﬁ:r ¢ dnh hudng dén sinh khdi dung
et ciprofloxacin.

Omeprazole

Diing dbng thivi ciprofloxacin vai cde ché phiim chim omepenzole Tim gidm nhe Cow va AUC
ol ciprofloxscin,

Anh Irdng cin ciprofloxacin £8i vl ede sin p.ﬁ.ﬁm thude klde

Agpomieliting

Trong cic nghién el lim sang cho thiy Nuvoxamine - mdt chit fic ché manh isoenzyme
CYP450 1A2 - ire ché manh sy chuydén hoa cia sgomelatine, din dén 1am ting ndog 4§
agomelatine 1én 60 lin. Milc di chua b dir ligu ldm sdng cho thily cb khit ndng trong tae voi
ciprofloxacin - mét chiit iic ché CYP450 1A2 trung binh, nhung cde the dyng trong by oo thé iy
ra muf dting ddng thivi (xem phin ‘Cytochrome P450" trong muye Céanh béo vit thiin trong khi dimg
thudc).

Tizanidine

Khing ding ddng thti Tizsnidine vi ciprofloxacin (xem mue Chéng chi dinh). Trong mii
nghién ciru lim sing voi nhimg ngwdi khoe manh, 08 ¢d sy gia ting nong 46 tizanidine trong
huyet thanh (Ceas: ting 7 1dn, khodng: 4 d&n 21 lin; AUC: tang 10 ln, b.hﬂulniI 6 dén 24 liin) khi
cho ding ddng thii véi ciprofloxacin, Sy ting ndng d6 tizanidine trong huyét thanh cé thé lim
ting tic dung ha huydt dp va an thin eda thudc,

Methotrexate

Sy viin chuyen methotrexate qua éng thin cd thé bj tre ché khi dimg dbng thin vii ciprofloxacin,
¢ khi néing din dén ting ndng 49 methotrexate trong huyét twong va ting nguy co die tinh do
methoteexate, Vide sir dyng dong thivi khong duge khuyén khich (xem muc Canh bido va thin
trong khi ditng thude).

Theoptndline

Diing dﬁng thini ciprofloxacin vl theophylline cd the giy ting ning dé theophylling huyét thanh
khing mong mudn. Didu ndy co thé diin dén ting cc tie dyng phy hiém giip do theophylline gy
ra, e thé de doa tinh mgng hoje giy tir vong, Khi ding két hop, nén kiém tra ndng 4§
theophyline trong huyét thanh v gidm lidu theophyline khi cdn thidt (xem mipe Chnh bdo v thin
trong khi divng thube).

Cde ddn xudt xanthine kivie

Khi ding ddng théi ciprofloxacin voi caffeine hodic pentoxifylline (oxpentifyiline), da c6 bio cho
vt viie tilng nong 39 huyét thanh cia cée din xudt xanthine niy,

Phenytoin

Dimg dong thiv ciprofloxacin vi phenytoin cé thé lim ting hodc gidi ui’.'mg df phenyioin trong
huyét thanh, do d6 nén theo ddi ndng 49 thude.,

Cyelosporin

1]



DA quan sit thiiy sir gia tn !hn&raqtm néng b creatinin huyét thanh khi sir dyng déng thid
ciptofloxacin véi cde ché phim thuie chira eyelosporin, Vi vily, cin kiém sodt thiuémg xuyén (2
Vin/tudin) m’ing G creatinin hu}'n':l thanh & nhimg bénh nhin ndy.
Thude khing Vitamin K
Ding dong théi ciprofloxacin véi mdt chit klidng vitamin K e6 thé lim ting culmg the d.pnlg
chiing ding méu cia nd, Nguy co cd the thay d8i thy theo tlah trong nhifm khulin ban di, o
v tinh trgng sirc khde tdng quit ciia bénh nhin, do 46, it khd 38 dénh gig sir anh hudmg cia
ciprofloxacin dbi vl vige ting chi st IHE. Ciin thirdmg xuyén thea dbi INR trong vi ngay san
khi dimg ding thini ciprofloxacin voi thude khing vitemin K (vi dy, warfarin, acenocoumarol,
phenprocoumon, hodc [luindione),
Onloxeiine
Céic nghién cim lim sing cho thiy viée sir dung dbng thd duloxetine véi che chdl (e ché manh
isozyme CYP450 1A2 nhur fluvoxamine, cd the lim ting AUC vi Cume ol duloxetine, Mic di
chia ¢ dir lidu 1im sdng vé khi ning tuomg tde vdi ciprofloxacin, nhumg céc dnh hirdmg turomg
Iy ch thé duge dyr kién khi dimg dong thivi (xem mye Canh bédo va thin rpng khi diing Illu{‘i.ll.‘].
Ropinirale
Mt nghién el lim sing cho thiy viée sir dung ddng thivi ropinirole véi ciprofloxacin, mét chét
ire ché trung binh isozyme CYP450 1A2, lim ting Ciwe v AUC cta ropinirole tuomg img Ia
60% vi 84%, Ciin theo d8i cée tée dyng phy lién quan dén ropinirole va diéu chinh liéu khi thich
hop trong va ngay sau khi dung chung véi ciprofloxacin (xem myc Cinh béo va thiin trong khi
dimg thuic).
Lidocaine
Thir nghiém & nhimg ngwii khie manh cho thily vide sir dung dbng théi cac ché phim thudc
chira lidocaine vén ciprofoxacin, mt chit ire ché trung binh isozyme CYP450 1A2, lim gidm
22% A9 thanh thai coa lidocaine duimg tiém finh mach. Mic dis didu trj bing lidocaine thimg
dugre dung nap tdt, khd ndng twong tée vii ciprofloxscin lién quan dén cac tac dung phy ob thé
xiy ra khi ding dong thén.
Clozaplne
Sau khi dimg ddng thivi 250 mg ciprofloxacin vai clozapine trong 7 ngiy, nong 43 huyét thanh
el elozapine v N-desmethylclozapine 1ing ln lugt 14 29% vi 31%. Nén theo Ji lim sang va
diéu chinh liéu hwomg clozapine thich hop trong v ngay sau khi ding chung véi ciprofloxacin
{xem myc Canh béo va thin trong khi ding thube),
Sildenafil

‘mx V AUC eta sildenalil ting khodng 2 lin & cic d6i tugmg khde manh sau khi ubng lidn 50
mg ddng thid vai 500 mg ciprofloxacin, Vi viy, cin thiin trong khi k& dom ciproflaxacin ddng
thévi veri sildenafil 6 cin nhic gitin nguy co vé loi ich cia vige sir dyng.
Lolpidem
Ditng déng thivi véi ciprofloxacin cd thé lim ting ndng dd zolpidem trong mdu, khuyén cdo
khing sir dyng ding thii,
Twirng ky ctia thuzr
Do chia ¢é cée nghign cirs vé& tinh twong ky cia thude, khong trin Hn thube ndy véi edc thude
khie.

TAC DUNG KHONG MONG MUON CUA THUOC

Che the dyng khéing mong mudn thuimg duge bdo cio cia thude 14 budn ndn va tigu chily.

Ciéic the dyng khing mong mudn cia thute thu dige tir cie nghién cina 1im sdng va gidm sat sau
I hiinh véi ciprofloxacin (liéu phip uing, tigm ik migeh vil diéu tr tudn 1) duge sdp xép theo
céc logi tn sudt dugce ligt ké dndi diy. Phin tich thn sufit ¢6 tinh dén div ligu ur ca vige Luﬁ\y. vil
tiém finh mach ciprofloxacin

11§ e quan 'l’llrimg | it gip Hiém gip it hiém giip JE!sum xic dith
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[ gp | =1/1000 | = 1/10000 <1/10000 | dwge tha sudt
= 1/100 dén dén (Khang thé ude
dén < 1/100 < /1000 tinh tir div ligu
< 1710 hign o)
Nhiém khuin \Bii nhidm
vii nhiém ky redm
{sinh IrinE
Rii loan maiu Tiing bych | Gidm bach chu  [Thidu méu tan
vii hi bach civ 1 cosin |hat mu
huyit Thidu mdu Miit bach cdu hgt
Gidm bach ciiu  [Gidm todn thé
trung tinh huyét cdu (de doa
Téng hach ciu  [tinh mang)
\Gidm tieu cdu  [Suy tiy xuong
Tiing tidu cdu (de doa tinh
mang }
Riii loan h Phin img di img  [Phin g phn vé
mién djch Phit dj tmg/ phiv  |Sée phin vé (de
imgeh doa tinh mang)
{xem muc Cinh
béo va thiin trong
khi diing thudic)
Phin img gifng
bénh buyét thanh |
|H£i logn ngi [Hai chimg fit
it hiremion ching
bai nigu khing
thich hop
(SLADH)
R logn Clhain &n Thng dudmg
l:huﬂn hia huyét
vii dinh Ha dutmg huyer
dhrimp Hén mé do hg
dirimg huyét
{xem mpc Cénh
bdo va thin trong
khi ding thuic)
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Rébi logn tim Tang ding/ |Nhiim lin vt mdt |Phén tmg loan [mLm dién,
thiin’ llcir:.h ding  |dinh huromg thiln (26 kha ning m himg
tim than Lodu cao din dén ¥ [chm & mirc 8
\Giifie mar bt inh/suy nghi iy |nhe
thir'mg tir hodic e6 gfing
Trlm cdm (¢d |ty tir vit hodn
khit ning eao din (thinh ty 1) (xem
dén ¢ dinh/suy  |mye Cinh bio vi
nght ty tir hoge cdithdn trong khi
glng ty r v tmg thude)
hodin thianh hr tir)
(xem mpe Cdnh
bao va thiin trong
khi ding thufic)
Ao gide
Rbi logn hi Dau ddu D] edm vih i Il:hu nimdbu  [Bénh thin kinh
thiin kinh’ (Chodng vérlég logn edm gide  [Roi loan phii hop|ngoai bién v
R&i logn gide|Gidm cam gidge  [Rédi logn dang di |bénh da diy
ngei Run Roi logn thin  |thin kinh (xem
Rai logn vi  |Co gift (Bao gdm |kinh khir gide  (mye Canh bao
Igide ding kinh) (xem |Tang huyét dp ndifvi thin trong
muye Cénh bdo vi (sp viundo gia  [khi dimg thude)
thdin khi
g thudc)
Chong mit
Rbi logn mit* Ré&i logn thi e R logn nhin
(vi dy: nhin d6i) |mio
Rii logn tai U tod,
vii tui trong” Mt thinh
lye/gidm thinh
byre
Rii logn fim"* Nhip tim nhanh Rii logn nhip
thiit vit xoiin
dinh (dugic bao
ciio chi yéu &
nhimg bénh
nhin 6 yéu té
nguy co kéo did
T}, kio dai
QT trén dién
tiim 4 {xem
cic mpc Canh
béo vi thin
Lrong khi ding
thude vi Qud
lidu vit cich i
tri}
IR logn \Gilin mgch Vigm mach mdu
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mych® Ha huyét dp
H_gﬁt xin
Rii loan hi Khids thilr (baw
hip, ngye va gl tinh trgng
trung thilt hen suyén)
Rébi logn tidu |Budn nén [Nan Vidm dyi tring | Viém tyy
hin Tidu chﬁyLE;nu g vat |lién quan
diy-rodt, [khing sinh (rit
R logn tiéu hidm khi co thé
héa n dén tir vong)
Dy hoi (xem mypc Cinh
bétor v thén trong
khi dimg thudic)
Rii logn gan Tang Suy gan Hogi tir gan (rét
~ miil transaminase [Viing da amdt  [hidm khi tidn
Ting Viém pan trién thinh suy
bilirubin gan de doa tinh
mgng) (xem mpe
Ciénh bdo va thin
trong khi diing
thude)
Roi logn da Phat ban Phin img nhgy  [Ban xudt huyét — [Ngoai ban myn
v mb dirdi Mgira ledm vii anh sang [Hong ban da mith todn thin
da Noi may day [(xem mype Canh  |dang cip tinh
hdo vi thiin trong [Hong ban nit  [{ AGEP), Pht
khi diing thude)  |[Hi chimg baan véri thudc
Stevens- Johnson v ting bach
Eﬂm ning de  |chu &i toan vi
tinh mgng)  |edc trigu chimg
Hogi tirbidubi  [todn thin
nhiém ddc (co thé [(DRESS)
dedoatinhmang)
Réi logn eo Bau co Bau ¢o, Yéu co
xiromg vi mi xuwomg (vi  [Viem khdp Viém gin
lién k" dy: dau din [ Tang troomg lye D gin (chi yéu
chi, dau cor vl chudt il |14 gén Achilles)
lung, dau {xem myc Céanh
ngiicl, bdo vl than trong
Bau khép khi ding thuéc)
Expt cip ciia cée
trigu chimg cia
bénh nhuge cor
(xem mype Canh
hao v thin trong
) khi ding thuéc)
|Rii logn thin Suy gigm  |Suy thin
v tiét nifu chire niing  [E¥i mdu
thin Tinh thé ni¢u
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(xem muc Chinh
(hdie v thin trong
khi ding thube)
Viém Ong thin ké
Risi logn todn Suy nhwpe  [Phi, 46 md hai
[thiin va tinh Siin 1l{lﬂng tict md hii)
trang tgi vj
iri dida irj’ I
Che xit Tang Téng amylasc Tang ty 1¢ binh
nghi¢m phosphatase thirdmg hia
kiém trong qubc 1€ (&
miiu nhimg bénh
nhén ding
thutc khing
Vitamin K) 1

* Cic tnrimg hop the dung khing mong mudn rilt hidm gip cia thude kéo dai (lién tpe vai thang hoje vid
ndm), gly tAn Gt va cd ki nfing khiag thé hoi phoe trén cic bg co quan khic nhau, dai khi 14 nhidu hé co
quan vii gidge quan (bao gﬁm cie phin iy nlur viem gan, dint gin, dau khip, dou tir chi, rii Jegn diing di,
bénh thin kinh lién quan dén chimg dj cim, tnim cim, mgt moi, suy gidm tri nha, i lon gide ngi v sy
giim thinh lye, thi e, vj gidie vi khini gic) &8 diroc bio cio lign quan dén viée sir dung quinolone va
Muaroquinolone trong mét sd tridmy hyp bt ké cde yéu 18 nguy co i e6 tir tnme (xem mye Cinh bio vi
thiin trong khi dimg thufic),

Cike trrtmyg hop phinh va boe tich ddng mgch chit, d6i khi bidn ehimg do ¥ {bao phm cé nhimg inrmg
bgrp tir vong), vi tinh trgng trdo ngegchiv cda bat ki van tim ndo o dirgre bido cio & ohiing bénh nhin
diing fAluorogquinolone (xem mye Cianh bio va thin trong khi ding thnde).

Tré em }

Ty 1¢ mie bénh khip (dau khép, viém khap) dwge dé cip o trén la tham khio dit ligu thu thip
trong cic nghidn cin 467 vai ngudd lom.

(J :ﬁrzem bénh khop duge béo cdo I thudmg géip (xem mue Canh bédo v thin trong khi dimg
thute),

Bio cio cic phin dmg it loi bj nghi ngév .

Béo céo céc phian img biit Ioi bj nghi ngd sau khi sén phidm thude duge i lianh 1a it LJLEan
trgng. Didu ndy cho phép tidp tye theo dai can béing nguy covlg ich cia san phim.

QUA LIEU VA CACH XU TR

Qui lidu 12 g dil dwgo béo cdo b thé diin dén cde rién chimg ngd doc nbe. Qud lidu clp tinh 16
g 43 duge bio cdo b the giy suy thin ciip.

Cie trigu chimg khi qué lido bao pom: chéng mit, run, nhire diu, mét mad, co git, ao gide, M
l&n, kho chju & byng, suy thiin v gan cling nlr tinh (hé niéu va dai ra mau, 3¢ tinh (rén thin di
dupe bio cdo 14 cd thé hdi phye,

Ngodi cic bign phap cip cin thuime quy, vi dy: 1m rding tim (hiit sau d6 dimg carbon y 14, nén
theo ddi chire ning thin, bao pim pll nude tigu v acid héa néu cin, dé ngan chan két tinh thi
nigu. Bénh nhiin cin duge bi mrde . Cée thude khing acid e6 chira calei hofic magnesi v& mat
ly thuyét cé thé Lim gidm sy bip thu ciprofloxacin,

Chi mdt lugng nho ciprofloxacin (< 10%) duge dio thii bing thdm tdch mau hode (thim phin
phite mge,

Trong truimg hop qui lidu, nén thye hign didu 1 tigu chimg, Theo doi dign tm &b nén duge
thire hign, vi khi ning kéo dai QT.

PAC TINH DUQC LUC HOC
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Nhém dwge Iv: Khing sinh nhim Duoregquiolone.

Ma ATC: JOIMAD2,

Co' chi the dyng

L& mit khéing sinh fluoroquinolone, tde dyng digt khudn ciia ciprofloxacin 1a kit qué ciia vige i
ché ci topoisomerase loai Il (DN A-gyrase) v topoisomerase 1V, nhilng enzyme cin thiét cho sy
sa0 chép, phifn ma, stra chita va i 16 hop DNA coa vi khudn,

Mii quan hé dwye ding hype/dwge lye hoe

Higu qué chit yéu phy thude vio mbi quan b gitta ndog di 1di da trong huyét thanh (Cuea) vil
ning 4 tre ché 16i thitu (MIC) cia ciprofloxacin di véi vi khufin gy bénh vi mdi quan b giira
dién tich dudi didmg cong ndng &3 (AUC) vi MIC,

Co ché dé khing

Trén in-vitro, sy daé khang véi ciprofloxacin cd thé dat dugre thing qua mdt qua trinh timg binde
bini cic dj hién vi tri dich trén ci DNA gyrase vi lopoisomerase [V,

Mirc d§ e khiing chéo gifa ciprofloxacin vi cac fluoroquinolone thuimg gy hiu qué khic nhau,
Cac dijt bién don 1 eo thé khéng din dén sir dé khing lim séng, nlumg cac dit bicn da chidu
tliurdmg dfin dén sy dé khing lim sing d6i vivi da 50 hofic todn b cde hoat chit rong nhdm,

Tinh khéng thim thiu vihodic co ::S berm diy thude r ngodi o6 thé eb dnh hidmg dén tinh nhay
chm cia ede fluoroquinalon, nd phy thude vio eie dic tinh hoa I cia che hoat chit khde nhau
tromg nhdm v di lye véi cde hé vin chuyeén ciia timg hogt chiit, Tt e cée co ché khdng thude
tréin i vifro thibmg duoe quan sat thily & ede ching duge phiin Hip trén 1m sing. Céc co ché dé
khing lim bdt hogt cde khing sinh khéc nhu mo cdn thdm thdu (thidmg glip & Psendomonas
aerneinesa) va co ché bom d&y thube ra ngodi cb thé dnh harémg dén tinh nhay cdm v
ciprofloxacin, Ciing di 6 bio cio vé sy dé khing qua trung gian plasmid giy ra do cdc gen qor.
Phi khing khuin

Che gia I ngudmg phiin t4ch cae ching nhay cidm vai edc chung ¢b linh nhyy cdm trung gian va
edc ching dé khing thudc:

Khuyén cdo ciia EUCAST

Vi sinh vit Nhay cim B khing
Enterobacteriacens 5=0,5 mgl R=1 mgl
P.s‘rlv;;mmms spp. _ 5 =05 mpf R =1 mgl
Acinetobacier spp, 8<1 mgl R>1mgll
Stapiylococcus spp. 5<1mgil R>1mgil
Haemophilus influenzoe va S= ﬂ,:i- nzg.l'l R=>0,3 m_gFI—
Moravella calarrfiilis .

Neisseria gonorrioeae 5 = 0,03 mg/l R> 0,06 mg/l
Neisseria meningitidis 5 = 0,03 mg/l R = 0,06 m;-_.-"l
Gid tri nguding khéng lidgn quan dén loi’ 5 < 0,5 my/l R=1mgl

' Staphylococus spp. — diém nght cho ciprofloxacin cd lidn quan dén ding liéu can,

* Céc gid trj ngufmg khéng lién quan dén lodi 83 dupe xic dinh chit yéu dys trén dif lén duge o4
hoe/duge Iy hoe v khang phy thude vio sy phin b nong d de ché thi thién (MIC) el cac Jodi ep thé.
Cac gih ir] ngudng niy chi dwge st dyng cho nhilng lodi chira duge dua r gid i ngrime o thé cho loid
vit khiing diing cho nhimg lodi khéing duge khuyén khich kiém tra tinh nhay cim,

Ty 1§ dé khing méc phii co thé thay d8i theo ving dja 1§ v theo thid gian 881 viéi cic lodi duge
chon vi nén cd thang tin vé sir dé khang thude tai dja phineng, dae bidt khi dang didu trj céc bénh
nhifm khudn ning. Khi cin, nén tham khio § kién chuyén gia néu 19 1¢ khang thude tai dia
phuemg vdi vige ding thude trén it nhdt mt sb bénh Iy nhifm khudn vin chira 16 ring,

Phiin nhim cde lodi co lién quan theo tinh nhay cam véi ciprofloxacin (dBi véi cac loi
Streplococeus, xem mye Cénh bio v thiin trong khi ding thudc)
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Ciic lodi whay cdm fhwimg giip

Giram d hi
Bacillus anthracis”

Vi khudn Gram dm hidu khi
Agromonas spp.

Bricelfa spp.

Cltrobacter koser]
Francisella tularensis
Haemophilus ducreyi
Haemophilus influenzae”
Legionella spp,
Moraxelia catarrhalis”
Neisseria meningitidis
Pasieurella spp.
Salmonella spp.”
Shigella spp.”

Vibrio spp.

Yersimia pestis

'E ;'_hhuin ky khi

Maobiluncius

Ciie vi khuiin khdc
Chlamydia trachomaris @
Chlamydia preumoniae ™
Mycoplasma fominis ™
Myeapiasma pnewmoniae ™

Csic loai ma sy dié khing mie phii ed thé lh mi vin dé

m_uu&mmmmmé khi

Enterococens faecalis ™
Staphplococeus spp, @

Vi khuin Gram dm hiéu khi
Acinetobacter bavimdnnii+
Buriholderia cepacia
Campylobacter spp.+°
Citrobacter freundii®
Enterobacier aerogenes
Emterobacier cloacae”
Escherichia coli”
Klehsiella oxpioca
Klehsiella prevmonioe”
Morganella morganii®
Neisseria gonorrhoeae”
Proteuy mirahilis®

Protews vidgaris”
Providencia spp
Prevdomonas geruginosa’
Pseuclomaneas ﬂunrmﬂ;
Serraiia marcesceny’

Vi khudn ky khi )
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Peplostreplococeus spp.
Propionibacierinm acnes
Vi khudn vin dé khing
Vi khuin Gram duong hiéo khi
Actinomyces

Enterocous foecinm

Listeria monocytogenes

Vi khudin Gram fim hiéy kbi

Stenofrophomanas maltophilia

Vi kl‘l!.l._liﬂ ky khi

MNpoai trir vi khudn 48 48 Lidt ké & teén

Céhe vi khudn khic

Mycoplasma genitalinm

Ulveaplasma ureafityeum

* s qud 1§m shng cia cée chimg nhay chm dwge phidin Wip d& duge chimg mink trong cie chi dinh Lim

sdng d8 dirge phé duyé,

*Ty 1 dé khing > 50 % trong | hofie nhidu nuwde Chau Au.

" Tinh nhgy cém & mire trung binh khi khing bj khdng thudc.

" Ciie nghién ciru di duge thye bign trén ddog viit bj nhidm khudn do hit phii cic bio tir Bacilfus

anthrocis; nhitng nghién e d3 chi ra ring vige bilt ddn ligu phip khing sinh ngay s khi phoi nhidm

viti yeu t gy binh 8 giiip eo IhE trinh duge sie xudt hign coa nhigo bénh, néu duge Giu i lén tye cho

dén khi 6 sw syl gidm vé 50 lugmg bdo 1 irong eo thé dudi lidu gy nhifm. Céc khuyén cdo lién quan

dén vige sit dung thube cho ngdi chit véu dim trén 4 8o vé dd nhay clm in vitre vi cde 10 ligw thi

nghigm trén ddng vt két hop véi mét sb gidi han che it liéa tir vide sir dyng & ngndi. N ta cho ring

sit dyng ciprofloxacin cho ngii lim véi lién 500 mg x 2 lan‘ngdy trong 2 hdng 58 cb hidu qui trong viée

njdn ngim nhiém bénh than & ngir. Cie bic 87 didn trj nén tham khdo cie viin bin chinh thic cia quﬂc

gin vib quise 1€ lién quan dén viéc diéu trj bénh than,

& aureus khing methicillin rit c6 khi ning khing cie faoroquinolone, T4 1¢ dé khing cia tit ca cic

II:::IrE:nﬂi:I Sill!il}flmﬂﬂl.'.IJE wiri methicillin 1a khodng 20 den 50% vi thanimg cso hon khi & trong méi tridmg
1 vign,

PAC TINH DUGC DPONG HOC

Tip thu

Suu khi udng céc lidgu don 250 mg, 300 mg va 750 mg vién nén ciprofloxacin, ciprofloxacin

gm{; héip thu nhanh vi mgnh, chiy yéu tir rudt non, dat ndng dd 161 da trong huyét thanh sau dé 1-
Zid.

Céic lidu dom tr 100 - 750 my igo r nong d6 101 da trong hu:rE'l thanh phy thude vao léu (Cpm)

tir 0,56 dén 3,7 mg/l. Nong di trong huyét thanh t3ng twong img v lidu 1&n dén 1000 me,

Sinh khi dyng tuyt doi khodng 70 - 80%.

Uding 1 Féu 500 myg sau mdi 12 gitr A8 duge chimg minh tgo ra dién tich dinsi dirtmg cong théi

ginn - nimg di trong huyét thanh (AUC) womg dwomg v dign tich duge tgo ra khi tuyén tinh

mypch 400 mg ciprofloxacin trong 60 phit méi 12 gié.

Phiin hib

Gén két vai protein cia ciprofloxacin thip (20-30%). Ciprofloxacin hign dién trong huyét tuong

phin Iém & dang khéing ion héa vi cb thé tich phan bé lém & trang thii én dinh 14 2-3 Vkg thé

trpng. Ciprolloxacin dgt nbng dé cao trong J‘ﬂ'li(!il logi mé nbwr phdi (djch biéy mé, dai thyre bao

phé nnngumu sinh thiét), xoang, cde th chire viém (djch trong vét béng), va duémg nigu sinh dye

(musche ficn, tuyén tién lige, ndi mae 1 cung) véi thng ndng di vut qui ndng d3 trong dat dirge

trong huyét tromg.

Chuyén héa
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Nbng 40 cia 4 chit chuyén héa d3 duge bio céo la thip, duge xac dinh bao gdm:
desethylencciprofloxscin - (M1}, sulphociprofloxacin - (M2), oxociprofloxacin (M3} va
formyleiprofloxacin (M4). Chc chit :ImyEn héia hidn thi hogt tinh khing khuin trong in vitro
nlwrng & e dG thip hem so viri hop chi

Ciprofloxacin dugre biet 14 mdt chit e (:héatrung binh cic isoenzym CYP 450 1A2.

Thah teir

Ciprofloxacin duge thal trir philn lom i dang khdng d6i qua thin v & mit mire 35 nhd hem
theo plidn. Thiv gian ban (hai trong huyét thanh & ngedi eb chie ndng thiin binh thuimg 14
khodng 4 - 7 gidn.

Thai trir cita ciprofoxacin (% ciia lidu)
Duimguéng
Qua nwrfe tidu Qua phiin
Ciprofloxacin 447 25,0
[Cée chit chuyén hoa (M1-M4) 11,3 7,5

B thanh thai qua thin 14 180 - 300 mlfkg/gitr va tdng 46 thanh thii cha co the 13 tir 480 - 600
ml/kg/gitr. Ciprofloxacin trdi qua ¢ qud trinh loc & clu thin va bai tiét & dng thin. Chitc ning
thédn bj suy gram nghiém trong lim ting thix gian hun bty ciia ciprofloxacin l&n dén 12 gidy.

Su thanh thii ngodi thin cba ciprofloxacin chi veu 1 do sy bii El va chuy &n héa tich g 4
thrdmg ruft, 1% liéu diing duge thai trir gua dimg mdl. Ciprofloxacin co trong magt voi nong |:I1;|
cao.

Bénh nhi

Dk Lidu duge dong hoe & bénh nhi con han ché.

Trong mdt nghién cim & tré em, Caus vd AUC khing phy thude vio di tudi (= 1 tudi). Khing
quan st l.'h&_',' sir gin Hing Coe vt AUC ding ké khi ding nhiéu lén {10 mg."kg x 3 lin/ngdy).

Sau khi truyén finh mach 10 mg:’kg trong | gidr cho 10 tré bi nhifm khudn huyét niing, Cuas k3 6,1
mg/l (khodng 4,6 - 8,3 mg/T) 461 vii 1ré em dudi 1 1wbi so véi 7,2 mg/ (khodng 4,7 - 11,8 mg)
dbi voi tré em tir | dén 5 twdi. Che gid i AUC lin lwgt 14 17,4 mg'giod] (kbodng 11,8 -32,0
mg gitvl) vit 16,5 mg*giovl (khodng 11,0 - 23,8 mg*gicdl) & cde nhom tudi tromg fmg.

Céc gid tri ndy niim trong gidi hgn duge bio cio cho nguwii Iém & ligu didu b, Dym trén phin tich
durge ddng hoe qulin thé biénh nhi mic cde bénh nhifm khudn khic nhau, thé gian bdn thii trung
binh dure di dodn o tré em 18 Khodng 4 - 5 giéy vi sinh khd dyng cia hin djch udng 14 khodng 50
dén B0%,

DU LIEU AN TOAN TIEN LAM SANG

Dit lidu tidn ldm sdng cho thiay khéng co nguy co dic bi¢t ndo doi v&i con nguéi dya trén cac
nghién ciru thing thudmg vé dde tinh liéu dom, dde tinh lidu 1ap lgi, khi nfing gdy ung thar hofic
dic tinh dbi wii sinh s,

Ciing nhir mit 86 quinolone khie, ciprofloxacin 14 chit dic quang hoc ddi vai dong vit & mire 40
phiri nhiém e6 lién quan vé mat lm sang. Dir ligu vé kha nang géy dot bin quang hoe/kha ning
gy ung thar quang hge cho thity ciprofloxacin cé (e ding gy dit bicn quang hoe hofic giy u
quang hoo yiu trén i vitro v trong cac thir nghiém teén déng vit. Tac dung nay cb thé so sdinh
v the dyng cla cée chilt irc ché pyrase khic,

Khi niing dung nap khip

Nhitr d bo cdo dbi voi cc chill te ché gyrase khic, ciprofloxacin giy ton thirong che khip chiju
Iy ér dﬁng vill chus w&ng thiinh. Mirc d in (huomg sun thay ddi 1y theo d6 b, lodi va lidy
lugmg; i thinmg ¢o thé dure giam thidu hﬁng cach giam trong hogmg Ehdi cde Khop, Che
nghién cim vii déng vt tnrdmg thinh (chudt, ché) khng cho thiy hﬁng chimg vé ton thuong
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syn, Trong mt nghién el & chd beagle con, ciprofloxacin giy ra nhimg thay ddi nghiém trong

vé khém & lidu diéu tri san 2 twin dido tr, didu ndy vin duge guan sét thiy sau 5 thing.

QUY CACH DONG GO1
1dp 10 vi x 10 vién nén bao phim.

PIEU KIEN BAO QUAN
Béo quén & nhigt & dudi 30°C, Teanh dnh séng v fm.

HAN DUNG
36 thing k& tir ngay sén xull,

TIEU CHUAN CHAT LUONG
Tién chudn USP,

TEN, DIA CHI CUA CO SO SAN XUAT THUOC

GLOBELA PHARM PVT, LTD.
Dja chi: 357 & 358, G.LD.C., Sachin, Surat - 394 230, Gujaral State, An Bj.
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