RX - Thubc nay chi diing theo ddn thubc Qién nén bao phise

CIPROFLOXACIN

pE THUGC XA TAM TAY TRE EM
POC KY HUSNG DAN SU DUNG TRUSC KH DUNG
THUGC NAY CHI DUNG THEO BON CUA BAC 8
THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC 8Y

THANH PHAN CONG THUC THUOC:

M&ivién nén bao phim chia:

Thanh phén dugc chét: Ciprofloxacin (dudi dang Ciprofloxacin hydrochiorid) 500 mg

Thanh phén té duge: Tinh bt ngo, Avicel M101 (Microcrystafline cellulose), Crospovidon, Povidon

K30, Natri starch glycolat type A, Magnesi stearat, Aerosil (Colloldal silicon dioxide), Hydroxypropyl

methylcellulose EESQ 2010, Polyethylen glycol (PEG) 6000, Talc, Titan dioxyd.

DANG BAO CHE:

Vién nénbao phim.

M6 & s&n phdm: Vién nén bao phim mau tréing, mdt mét c6 gach ngang c6 thé bé doi, mot mét

tron, canh va thanh vién tanh ian

CHIBINH:

* Giprofloxacin dugc diing dé diéu tri cac bénh nhi&m khuan c6 ho#c khong c6 bién ching gay ra

do cAc tac nhan gay bénh nhay cam véi Ciprofloxacin: .

- Nhi&m khuan dudng ho hép dudi do vi khudn gram &m: Nhi&m khuén phé quan-phdi trong bénh

x0 nang hay gian phé quén, bénh phéi thc ngh&n man tinh tién trién, viém phi.

- Viém tai miii hong méan tinh

- Nhim khuén dudng tiétniéu

- Nhi&m khu&n dusng sinh dyc: Lau cAu va viém ¢6 tit cung do Neisseria gonorrhoeae, viém tinh

hoan do Neisseria gonorrhoeas, bénh viém viing chau do Neisseria gonorrhoeae.

- Nhi&m khudn dudng tiéu hda (nhutiéu chay dulich)

- Nhidm khuén trong 6 bung

- Nhi&m khu&n da va md mém do vikhudn gram am

- Viém taingoaiactinh

- Nhiém khuén xuong khdp

- Dy phong nhidm khudn xam 1&n do Neisseria meningitidis

-Bénhthan lay truyén qua dudng ho hép (dy phong trong va sau diéu tri)

Ciprofloxacin c6 thé dugc slf dung & bénh nhan giam bach cdu trung tinh kém sét, nghi ngd do

nhigm khudn.

*Trg em va thanh thigu nién:

- Nhi&m khuén phé quan-phditrong bénh xd nang do Pseudomonas aeruginosa.

- Nhi&m khudn dudng tiét niéu phiic tap va viém than - bé than

-Bénh than lay truyén qua dudng hd hép (dy phong trong va sau diéutr)

Ciprofloxacin c6 thé dugc sif dung a& diéu tri nhién khudn néng & tré em va thanh thiu nién khi

canthigt

Viéc chiia tri nén bat diu 1 bac s ¢6 kinh nghiém trong diéu tri xo nang va/ hoac nhiém Kkhuén

ning & tré em va thanh thi€u nién.

* Ngoai ra, ciprofloxacin con dugc chidinhtrong céc trudng hop: ‘
. Nhidm khudn dudng tiét nieu khong phuc tap: Do khéang sinh fluorogquinolon, trong doé cé

ciprofioxacin lién quan d&n phan tng c6 hai nghiém trong va nhiém khudn dudng ti§t niéu khéng

phdctap § mot 6 bénh nhan ¢6 thé ty khoi, chl nén st dyng ciprofioxacin ¢cho nhitng bénh nhan

khong c6 lya chon diéu trj khac thay thé.

- Dot nhidm khuén cép clia viem phé& quan man tinh: Do khéng sinh fluoroguinolon, trong dé ¢

ciprofloxacin lién quan dén phan ing c6 hainghiém trong va dot cdp cliaviém ph& quan man tinh

& mots6 bénh nhan ¢6 thé ty khodi, chinén s{f dung cho nhifng bénh nhéan khdng ¢6 Iyachon didu

trikhac thay thé.

- Viém xoang cap tinh do vi Kkhuin: Do khang sinh fluoroguinolon, trong dé c6 ciprofloxacin lién

quan d&n phan ting c6 hai nghiém trong va viém xoang c&p tinh do vi khudn & mot s6 bénh nhan

¢6 thé ty khdi, chlnén st dung ciprofloxacin chonhiingbénh nhan khéng c6 lya chon diéu trikhac

thay thé.

CACH DUNG, LIEU DUNG:

Cach diing: USng nguyén vién thudc véi méot it nudc. Thudc dugdc ubng khong phu thudc vao gid

an (N&u udng thudc lic d6i, hoatchatco thé dugc hdp thy nhanh hon). Khdng nén ding déng thoi

ciprofloxacin v&i cac s&n pham it bd stia hay cac d6 udng b8 sung khoang chét (nhu sia tudi, sita

chua, nudc cam b sung thém calci). Tuy nhién, vai calci cung c8p tr bifa dn thi &nh hudng khéng

dang ké dén hadp thu ciprofloxacin. N&u banh nhan khong thé udng dugc vién nén do miic do trdm

trong clia bénh ho3c cac nguyén nhan khac, khdi dau didu tri duge khuy&n céo bing

Ciprofioxacin dang dich truyén sau d6 ¢6 thé tiép tuc véi Ciprofloxacin dudng udng.

Liéudimng:

Lidu diing dugc xac dinh theo chi dinh, mic 43 va vitri nhim khuan, tinh nhay cam clia thuc, chic

néng than clia bénh nhan, can ndng clhatré em.

Thai gian didu tri tity thudc vao do trAm trong clia bénh trén lam sang va di®n bign vé vikhudn hoc.

Didu tri nhidm khudn do mot s6 vi khuén (nhu Pseudomonas aeruginosa, Acinetobacter hay

Staphylococci) ¢6 thé cén liéu cao han va c6 1hé cén phai diing chung véi céc thudc khang khuén

thich hgp Khac.

Didu tri mot s6 bénh nhidm khudn (vi du bénh viém vang chau, nhiém khudn trong & bung, nhiém

khudn & bénh nhan bach cau trung tinh va nhi&m khusn xudng khép) cé thé can phai diing chung

véi cac thudc khang khudn thich hgp khac thy thuge vao cactac nhangay bénh.

Ngudiidn:

Chl dinh Liéu dung Thai gian diéu tri
x 2 N P o 500 ~ 750 mg N
Nhi&m khudn dudng ho hdp dudi x 2 lAningay 7-14 ngay
» Viém tai mdi hong man | 500—750 mg = N
Nhiem ”:csms tinh x 2 lan/ngay 7-14 ngay
dudng hé hép
A . . P 750 mg o .
trén Viém tai ngoai c tinh % 2 fAn/ngay 28 ngay dén 3 thang
Viém dudng tiét niéu cé
. ; 500 R
bién ching, viém than X2 _w_.,snm\: ay 3 ngay
khéng bién ching 9
Nhidm khudn ft nhat 10 ngay, c6 thé
dudng tigt Viém than c6 bién 500~ 750 mg | ti€p tuc dai hon 21
niéu chiing x 2 lan/ngay ngay & mdt s8 trudng
hgp cy thé (nhu 4p xe)
” o x 500 — 750 mg | 2-4 tudn (c4p), 4-6 tudn
Viém tuyén tién x 2 ln/ngay (man)
A T TS ™
. . Lau cau, viém cb U 500 Box:mc 1 ngay
Nhi€m khuan cung duy nhat
sinh dyc Viém tinh hoan, viém 500 — 750 mg

viing chau x 2 lin/ngay It nhat 14 ngay

Tiéu chdy do céc vi
khudn gdy bénh
nhu Shigella spp. trif

Sharda d e loai | S0 1nga
m,ﬁ m C kmm.im:mm ww_ x 2 lAn/ngay gay
1 va diéu tri theo kinh
nghiém clGa bénh tiéu
Nhi&m khufn | chay néng
duong tiéu Tiéu chay do Shigella 500 mg 5 nga
héa, 8 bung dysenteriae type 1 x 2 1An/ngay 92y
Tiéu chay do Vibrio 500 mg ]
N - 3 nga
cholerae x 2 lan/ngay 92y
. R 500 mg .
S$6t thugng han % 2 lAn/ngay 7 ngay
= s —
Nhiém khuan & bung 500 - 750 mg 5-14 ngay

do vi khudn gram am x 2 [&n/ngay

Chi dinh Liéu dang Thai gian diéu
Nhiém khugn da va md mém 500 — 750 mg 7-14 ngay
500 - 750 mg

Nhi&m khuén xuong khdp T8i da 3 thang

x 2 lan/ngay

Bénh nhan giam bach cau keém s6t nghi

ngd do nhiém khuén. Ciprofloxacin nén| 500 — 750 mgx 2 Tigp tyc diéu rj trong

subt thai ky giam

duge phdi hgp véi thudc khéng khudn | 1an/ngay A
thich hop theo hueng dan chinh thitc bach cau
Dy phong nhiém tring xam 1&n do 500 mg lidu duy 1 nga
Neisseria meningitidis nhat i
Bénh than lay truyén qua dudng ho hép R
(dy phong trong va sau didu tri). Nén | 500~-750 mg mmw:@ww‘uc xm:_ M\mn
bit dau didu tri som khi nghi ngd hay | x 2 lén/ngay nhén nhism Bacilius
chén doan méc bénh anthracis
Nhidm khuan dudng tiét nigu khong | 250 mg 3 nga
phiic tap x 2 lan/ ngay o8y
L ] 500 -- 700 mg ]
Bgt cép cha viém phé quéan man tinh x 2 lAn/ngay 7 — 14 ngay
. 500 N
Viém xoang cdp tinh do vi khudn 00 mg 10 ngay

x 2 lan/ngay

Tréem:

Chi dinh Lidu ding Thai gian diéu tri

20 mg/kg can nang 2 14n/ngay,
15i da 750 mg mdi liéu

Nhidm khuan dudng Hét | 10-20 mgkg can ndng 2
niéu cé bién ching, viém | ldn/ngay, t6i da 750 mg mdi | 10-21 ngay
than-bé than lidu
Bénh than lay truyén qua
dudng hd hédp (dy phong
trong va sau diéu tri). Nén
b4t ddu diéu tri s6m khi
nghi ngd hay chén dodn
méc bénh

Nhi&m khuén trong xd nang 10~14 ngay

10-15 mg/kg can nang 2 | 60 ngay ti khi xac
lan/ngay, t6i da 500 mg mbi | nhan nhiém Bacillus
iiu anthracis

20 mafkg can nang 2 ldn/ngay, | Tuy theo loai nhidm

Nhi&m khuéin nang khéc 51 da 750 mg mdi lidu khuén

Ngudildn tudi: ty theo mic do ning nhe cliabénh va dé thanh loc creatinine.
Bénh nhéan suy gan, suy thén

D thanh thai creatinin Creatinin huyét thanh Liu diing
(mi/phit/1,73m%) (umolL) (mg)
> 60 <124 Lidu thong thudng
30 - 60 124~ 168 250-500 mg/
2 lan/ngay
<30 >169 250-500 mgf
11an/ngay
Son rran thdm téch 250-500 mg/
&nh nhan tham tac >169 1 1an/ngay (sau thdm
mau tach)
Bénh nhan chay than 250-500 mg/
A >169 N N
nhan tao 1 lan/ngay

Bénh nhan suy giam chifc ndng gan khong cinchinhlidu.

Lidu diing & tr& em suy gi&m chifc nang gan/than chua dugc nghién cdu.

Khong c6 yéu cu dac bistvé xit Iy thubc sau khi stt dung.

CHONG CHIDINH:

Chéng chi dinh v6i ngudi ¢6 tién sif qua mAn vdi ciprofloxacin hoac v8i bt ki thanh phan nao cla
thudc hodc cac quinolon khac; ngudibénh dang didu tri vdi tizanidin.

Khong dugc dung ciprofioxacin cho ngudi mang thai va thdi ky cho con bu, trif khibudc phai diing.
CANH BAO VA THAN TRONG KHI DUNG THUGC:

Cén than trong khi diing ciprofloxacin d6i vdi ngudi c6 tién sif dong kinh hay réiloan hé than kinh
trung uong, ngudi bj suy chic néng gan hay chifc nang than, ngudi thiu glucose-6-phosphat
dehydrogenase, ngudibibénh nhugc cd.

Cin duy tri ubng & nudc trong qua trinh diéu trf véi ciprofloxacin va tranh dé nudc tidu bién ddi
qud kism do nguy cd bi tinh thé - nigu.

N6i chung, thudc khang nén diing d6i véi ngudi bénh dudi 18 tudi, phy nit mang thai, ngudi me
dang cho con b, trif khi that cdn thiét va loi ich cia viéc dang thudc 16n hon cac rdi ro vi
ciprofloxacin va cac fluoroquinolon lién quan nhu acid nalidixic gay thodi héa sun & cac khdp chiu
trong Ifc trong nghién cliu trén dong vat chuatrudngthanh.

Viém gan hojc ddt gan da xay ra khi dang khang sinh nhém quinolon. Nguy cd nay iang lén khi
ding dbng thdi véi cac corticosteroid, ngudi cdy ghép tang va ngudi bénh trén 60 tudi. Phai
ngting diéu trj ciprofloxacin néu ngudi bénh bi dau sung dut gan va sau d6 phai chdng chi dinh
diing fluoroquinolon & nhifng ngudibénh nay.

Nén tranh tiép xtic véi anh sang mét trdi khi néng gat va dén chiéu sang cé cong sudtidn khi diéu
trj v@i ciprofloxacin.

Phai than trong khi diing cho ngudicao tudivitang nguy co ¢6 khoang QT kéo dai.

Phai cht ¥ dén mAn cm, da x&y ra phan ung phn vé gay tif vong. Phéi ngling thuic khi c6 déu higu
dAu tién phat ban, hodc cac déu higu khac clia mén cam.

Khi diing ciprofloxacin phéi tranh géng stc, luyén t3p thé e nang vi tang nguy co dat gan.

Dang ciprofloxacin dai ngay ¢6 thé lam cac vi khudn khéng nhay cam véi thudc phat trién qua
muic. Nhét thist phéi theo d6i ngudi bénh va lam khéng sinh 46 thusing xuyén dé c6 bién phap
diu tri thich hgp theo khang sinh d6.

Ciprofloxacin c6 thé 1am cho cac xét nghiém vi khudn Mycobacterium tuberculosis bi am tinh.
Ciprofioxacin c6 thé gay hoa mit, chéng mit, ddu 6c quay cudng, &nh hudng dén viéc didu khién
xe ¢ hay van hanh may moc; ddc bigt 1a khi udng rugu.

Tranh s dyng ho&c sl dung than trong d6i v6i ngudi bénh c6 khoang thdi gian QT kéo dai hoéc
céc y8u td nguy cd lién quan nhu'r loan dién giai khong kiém soatdudc, n im cham, bénhtim
da c6 il trudce.

G4n han ché diing cafein néu xay ra rdiloan tim va kich thich thén kinh qué muc.

Ciproftoxacin va cac fluoroquinolon néntranh ding trong nhiém MRSA do mudc do khang cao.

* Cac phén Ung ¢6 hainghiém trang c6 kha nang khong hdi phuc va gay tan tat bao gdm viém gan,
datgan, bénh Iy thdn kinh ngoai bién va cac tc dung bt Igi trén thin kinh trung Uong.

Céc khang sinh nhom fluoroquinolon ¢6 lién quan d6n cac phan Ung ¢6 hai nghiém trong c6 khi
ning gay tan tat va khéng héi phyc trén céc hé co quan khéc nhau ciia co thé. Céc phan ng nay
¢6 thé xuét hign ddng thdi trén cling bénh nhan. Cac phan (ing 6 hai thudng duge ghi nhan gdm
viém gan, ddt gan, dau khdp, dau cd, bénh Iy than kinh ngoai vi va céc tac dung bat Igi trén hé
théng thén kinh trung udng (&o giac, lo &u, tram cam, mét ngll, dau dAu néng va 10 1dn). Cac phan
{ing nay c6 thé xay ra trong vong vai gid d&n vai tudn sau khi sif dung thudc. Bénh nhan & bat ky
tudi nao hodc khong cd yéu 6 nguy cd 10n tai i trudc déu ¢6 thé gap nhitng phan ting ¢6 haitrén.
Ngting sl dung thudc ngay khi c6 déu higu hodc triéu chiing ddu tign cla b4t ky phéan dng c6 hai
nghiém trong nao. Thém vao do, tranh sif dung céc khang sinh nhém fluoroquinolon cho cac
bénh nhan da tifng gap cac phandng nghiém trong lién quan dén fluoroquinolon.

SU DUNG THUGC CHO PHU N €O THAIVA CHOCON BU:

Thei ky mang thai: Ciprofloxacin diqua nhau thai, do dugc ndng d¢ trong mang 8iva huy&tthanh day
16n. Chua thay nguy cd gay quéi thai trén dong vat thii nghiém hofc trén ngudi sau khi sif dyng
ciprofioxacin trong thdi ki mang thai. Tuy nhién, do lién quan tdi thodi héa syn & dong vat con non
trong nghién ctiu nén ciprofloxacin chi diing cho ngudi mang thai trong nhiing trudng hgp nhiém
khudn nang ma khong c6 khang sinh khac thay thé.

Ciprofloxacin dugc khuyén cdo cho ding 51 v6i phong va didu tri phy nl mang thai bj bénh than.
Né&ng do ciprofloxacin trong huyétthanh ngudi mang thai cé thé thap hon & ngudi khong mang thal.




Thai ky cho con bu: Khong ding ciprofloxacin cho ngudi cho con b vi ciprofloxacin tich fai 8 trong
sita va c6 thé dat dén ndng do co gay hai cho tré. N&u me budc phéi diing ciprofioxacin thi phai
ngling choconbu.

ANH HUONG COA THUOC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Ciprofioxacin ¢6 tac dyng khong mong mudn lam réi loan thdn kinh: chéng mat, mat ngd, bén
chon, lo lang, tinh trang mad mang nén khéng sl dung dudc cho ngudi khi tai xe va van hanh may
moc.

TUONG TAC, TUONG KY CUA THUGC:

Céc thubc chéng loan nhip loai 1A hodc loai Ill: Can than trong khi s dung ciprofioxacin cling véi
céc thudc ching loan nhip loai 1A hoéc Ili vi ciprofloxacin co thé ¢6 anh hudng d&ivéi khoang QT.
Phuic chat gay chelat ha: Diing déng thai ciprofloxacin (dang udng) va cac thudc chia cation héa
tri cao hay cac khodng chat (nhu calcium, magnesium, nhom, sét), cic chét gén phosphat tring
hop (nhu sevelamer), sucralfat hay antacids va cac thudc dém cao (nhu vién didanosin) c¢é chia
magnesium, nhém, calcium s& 1am gidm nhép thu cha ciprofioxacin. Do vy, nén udng ciprofloxacin
trudc 1-2 gid hodc it nhat [a 4 gie sau khi udng cac ché pham trén. Ngoai tril cac antacid thude
nhém Uc ché thy thé H2,

Thifc 4n va cdc sn phdm tr bo s7a:Khong nén diing déng thai ciprofloxacin vdi cac san phdm ti
bd sita hay cac db ung b sung khoang cht (nhu sifa tudi, siia chua, nudc cam cung cép calci)
do nguy cd lam giam hép thu ctia ciprofloxacin. Tuy nhién, véi calci cung c&p tli bita &n thi anh
hudng khéng dang k& dén hap thu ciprofloxacin.

Omeprazol: Duing déng thdi ciprofloxacin va Omeprazol gay giam nhe néng d6 Cmax va AUC clia
ciprofloxacin.

Theophyllin: Duing déng thdi ciprofloxacin va theophyllin c6 thé gay ra sy gia ting ngoai y néng do
theophyllin trong huyét thanh. Biéu nay ¢6 thé gay ra tac dung phu do theophytlin, trong rét hiém
céc trudng hgp cac tac dung phu nay ¢ thé de doa sinh mang ho#c gay ti vong. NEu budc phai
diing déng thdi hai loai thudc nay, nén kiém tra ndng d6 theophyllin trong huyét thanh va nén
giam lidu theophyliin thich hgp.

Céc dén xu&t xanthin khdc:Da cé bao cdo vé tang ndng do cac dan xugt xanthin trong huyét thanh
khi diing d6ng thdi ciprofloxacin vdi cac thudc co cafein hoéc pentoxifyllin (oxpentifyllin).

NSAID: Tl céc nghién cdu thyc nghiém trén dong vat, ngudi ta thdy ph6i hap quinolon (cac chét
(¢ ch& men gyrase) lidu cao vdi vai thudc khang viém khong steroid (ngoai tril acetylsalicylic
acid) c6 thé gay raco giat.

Cyclosporin: Ngudi ta ghi nhan c6 sy gia téng thodng qua néng dé creatinin huyét thanh khi ding
déng thai ciprofloxacin va cyclosporin. Viié do, cdn phai theo dbi thudng xuyén néng d6 creatinin
huyét thanh (hailan/ tudn) cho nhiing bénh nhan nay.

Céc chét khdng vitamin K:Vigc diing d8ng thai ciprofloxacin vdi thudc d6i van vitamin K ¢c6 thé lam
téng tac dung chdng déng clia thubc nay. Nguy cd nay cé thé thay d8i theo cac y&u 6 nhu nhiém
triing tiém &n, tui va téng trang bénh nhan, do d6 rét khé danh gid sy gop phén cla ciprofloxacin
vao viéc lam ting INR (international normal ratio). Can kiém tra INR thudng xuyén trong va ngay
sau khi diéu tri ciprofloxacin véi cac chat d&i van vitamin K (vi du nhu warfarin, acenocoumarol,
ho#c fluindion).

Glibenclamid: Trong nhiing trudng hgp déc biét, diing déng thdi ciprofloxacin vdi glibenclamide cé
thé lam tang hoattinh clia glibenclamid (ha dudng huyét).

Probenecid: Probenecid can trd su bai tiét qua than ciia ciprofloxacin. Dung ddng thdi probenecid
v6i ciprofloxacin lam gia ting néng d6 ciprofloxacin trong huyétthanh.

Methotrexat: Sy van chuyén clia methotrexat trong 8ng than c6 thé bj e ché khi dung déng thai
véi ciprofloxacin va lam tang néng 6 ciia thudc nay trong huyét thanh. Diéu nay co thé lam tang
nguy cd gap cac phan tng d4c hai clia methotrexat. Do d6 cén theo doi bénh nhan chat ché khi
ding d6ng thdi véi vdi ciprofloxacin.

Metoclopramid: Lam tang hdp thu cBia ciprofloxacin (dudng ubng) va gidm thdi gian dat dénnéng
d6 dinh. Khong quan satthdy &nh hudng trén tinh sinh kha dung cla ciprofloxacin.

Tizanidin: Mot nghién cdu 1am sang trén ngudi khde manh cho thdy khi dung kém véi ciprofloxacin
néng do chia tizanidin trong huy&t thanh tang 1&n (néng d6 Cmax tang 7-13n, khoang téng: 4 t6i 21-
14n; AUC ting: 10 14n, khodng tang: 6 t6i 24 14n). K&ém theo d6 12 nguy cd ha huyétap va tac dung
an than. Khang diing déng théitizanidin vdi ciprofloxacin.

Duloxetin: Cac nghién cuu 1am sang da ching minh riing diing dong thdi duloxetin vdi cac chat tic
ché manh CYP450 1A2 isozyme nhu fluvoxamin c6 thé 1am tang AUC va Cmax clia duloxetin.
Méc di hién tai chua c6 dif ligu 1am sang vé kha ning tuong tac vdi ciprofloxacin, nhung c6 thé
x&y ra &nh hudng tuong tJ khiding kém.

Ropinirol: Mot nghién ctiu 1am sang cho thdy ding d6ng thoi ropinirol véi ciprofloxacin 1a mot chét
{tc ché CYP450 1A2 isozym [am tang thém 60% Cmax va ting 84% AUC cla ropinirol. Nén kiém
{ra cac tac dung khéng mong mudn 6 lién quan dén ropinirol trong va ngay sau khi dung phoihgp
thudc nay vdi ciprofloxacin.

Lidocain: Nghién cidu trén ngudi khde manh da chiing minh khi diing kém véi ciprofloxacin lam giam
d6 thanh théi cda lidocain tinh mach xudng 22%. Tuy lidocain dung nap t6t nhung ¢6 thé s& xay ra
tuong tac c6 lién quan dén céc tac dung ngoai y khi diing déng thai lidocain véi ciprofloxacin.
Clozapin: Nong d6 clozapin va N-desmethylclozapin tang 29% va 31% tudng Uing sau 7 ngay dung
phéi hop ciprofloxacin 250mg va clozapin. Cén theo ddi lam sang va hiéu chinh liu clozapin thich
hop trong va ngay sau khi phdi hop ciprofloxacin vdi clozapin (xem muc "Cénhbao").

Sildenafil: Néng 46 Cmax va AUC cda sildenafil ting gép hai 1an trén ngudi khde manh sau khi
uéng déng thai 50mg thudc nay va 500mg ciprofloxacin. Do d6, cn than trong va can nhéc gilta
nguy cd va Igi ich khi ké don phdi hgp ciprofioxacin vdi sildenafil

Zolpidem: ST dung déng thai ciprofioxacin ¢6 thé lam tang ndng 6 zolpidem trong mau, khong
nénding déngth
Do khéng c6 cac nghién cliu vé tinh tudng ky clia thuc, khéng tron 1n thudc nay véi thudc khac.
TAC DUNG KHONG MONG MUGN CUA THUDC:

N6i chung, ciprofioxacin dung nap t6t. ADR clia thudc chll yéu & da day ~ rudt, TKTW va da.
Thudng gép, ADR > 1/100

TKTU:chéng méat, mét ngli, bdn chén, lo lng, tinh trang mo mang, s&t (tré em khoang 2%)
Da:phétban (tr& em khoang 2%, ngudi I6n khoang 1%)

Tiéu héa: Budn ndn, ndn, la chay, dau bung, kho tigu (tré em 3%)

Gan: Tang ALT va AST (ngudi 16n 1%); Duding ho hap: Viem mai (tré em 3%).

itgép,1/1000 < ADR <1/100

Toan than: Nhic ddu, s6tdo thube

Méu: Tang bach cdu ua eosin, gidm bach c&u lympho, gidm bach cdu da nhan, thi§u mau, giam
tiéu cdu

Tim - mach: Nhip tim nhanh; TKTW:Kich déng

Tiéu héa: Réiloan tidu hoa; Da: NGiban, ngida, viém finh mach néng

Chuyén héa: Tang tam thdi creatinin, bilirubin va phosphatase kiém trong mau

Co xuong: Dau § cdc khdp, sung khdp.

Hiém gap, ADR <1/1000

Toan than:Phan tng phén vé hodc dang phan vé

Médu: ThiSu mau tan mau, ting bach cdu, tang tiu cau, thay ddinéng do prothrombin

Thén kinh trung wong: Con co git, It 1&n, r3i1oan tam than, hoang tudng, m&t ngd, trdm cam, loan
cam ngoai vi, r6i loan thi giac k& ca &o giac, rdiloan thinh giac, U tai, réi loan vi gidc va khiu giac,
tang aplucnoiso

Tiéu héa:Viem daitrang mang gi; Da- Hoi chiing da- niém mac, viém mach, hdi chiing Lyell, ban
46 da thanh nét, ban b da dang tiét dich; Gan:Da cé bdo cdo mdt vai trudng hgp bi hoai tif t€ bao
gan, viém gan, vang da & mat; Cd: Bau co, viém gan (gan got) va mo bao quanh. C6 mot vai
trudng hop b dut gan, dic biét 1a & ngudi cao tudi khi diing phdi hgp véi corticosteroid; Tigt nigu -
sinh due: C6 tinh thé niéu khi nudc tiéu kidm tinh, dai ra mau, suy than cép, viém than ké; Khdc:
Nhay cam vi dnh séng khi phoi néng, phd thanh quan hodc phit phéi, khé thd, co that phé quéan.
ADR khac v6i tim mach bao gém: Phi né, ngét, con béc hda, dé mé hoi. Kéo dai thdi gian QT va
loan nhip that.

B6i nhiBm Candida, Clostridium dificile va Streptococeus pneumoniae cling c6 thé xay ra khi sif
dung ciprofloxacin.

Hudng dan céch xii tri ADR:

D& tranh ¢6 tinh thé niéu, duy tn a0 lugng nudc udng vao, khong dé nudc ti€u qua kiém.

N&u bifa chay nang va kéo dai trong va sau khi didu trj, ngudi bénh ¢é thé bi r6i loan néing & rudt
(viém dai trang mang gia). C&n ngiing ciprofloxacin va thay bang mot khang sinh khac thich hap
(vidy vancomycin).

Né&u ¢6 bat ky ddu hiéu nao vé tac dung phu cén ngling ding ciprofloxacin va ngudi bénh cén
phai didu tr tai mdt cd s8 y t& méc du cac tac dung phy nay thudng nhe hoéc vifa va sé mau hét
khingiing ding ciprofloxacin.

* Théng béo ngay cho béc sy hodc dugc sy nhiing téc dung khéng mong mudn gép phai khi sir
dung thuée.

QUA LIEU VA CACH XU TRI:

Triéu ching: chéng mat, run, nhitc ddu, mét mdi, déng kinh, 4o gidc, nham 1an, khé chju & viing
bung, suy than va suy gan cling nhu xudt hién tinh thé trong nudc tidu hay ti€u ramau.

Céch xi tri: Trong cac trudng hgp qua liu, nang va cép tinh, mdt s6 trudng hop déc tinh trén than
¢6 héi phyc da duge béao céo.

Vivay ngoai nhifng bién phap cdp ctu thudng quy, cn theo ddi chic nang than bao gbm ca pH
nude tidu, acid hoa nudc tidu, néu cén thigt, dé phong ngtia tinh thé nigéu va ugng cac thude khang
acid chita Mg hodc Ca d8 lam gidm hap thu Ciprofioxacin. B&nh nhéan cén duge bl nudc déy dd.
Chi 6 mot lugng nhd (< 10%) Ciprofloxacin dudc loai bd khéi cd thé sau khi chay than nhéan tao
ho#c thdm phén phic mac.

Trong trudng hgp diing qua lidu, nén thyc hién diéu trj trigu ching. Theo doi ECG nén dugc thuc
hién, vikha néng kéo daikhoang QT.

Tich cyc theo dbi dé c6 bién phap x{ tri kip thoi.

PAC TINH DUGC LUCHQC:

Nhém duge Iy: Khang sinh nhém fluoroquinolon, Ma ATC: JO1M AG2

Ciprofloxacin 1a mét khang sinh ban téng hgp, c6 phd khang khudn réng, thugc nhom
fluoroquinolon. Thudc ¢6 tac dung digt vi khudn do tic ché enzym DNA gyrase va topoisomerase
IV, nén ngan sy sao chép cla chromosom khién cho vi khuén khong sinh san duge nhanh chong.
Ph8 khang khudn:

Ciprofloxacin ¢6 phd khang khugn rong, bao gém phén 16n cdc mam bénh quan trong. Thudc c6
phd khang Khudn tugng tf mét s8 fluroquinolon khac nhu norfloxacin, ofloxacin. Tac dung in vitro
cla ciprofioxacin véi hau hét cac chuén vi khuén nhay cam tudng tuf hodc hdi manh han ofloxacin
va manh g&p hai l4n norfloxacin. Vi khudn ua khi Gram am: Ciprotloxacin ¢ tac dung in vitro v6i
chiing Enterobacteriaceae bao gém Escherichia coli va Citrobacter, Enterobacter, Klebsiella,
Proteus, Providencia, Salmonella, Shigella, Serratia, va Yersinia spp. Thudc ciing ¢6 tac dung véi
Pseudomonas aeruginosa va Neisseria gonorrhoeae, H.influenzae, Moraxella catarrhalis
(Branhamella catarrhalis)va N.meningitidis.

Nhitng vi khu&n Gram am ua khi khéc cling nhay cam vdi ciprofloxaxin nhu Gardnerella vaginalis,
Helicobacter pylori, Legionella spp., Pasteurella multocidava Vibrio spp.

Ciprofloxacin cling ¢6 hoat tinh thay ddi véi Acinetobacter spp., Brucella melitensis va
Campylobacter spp.

Nhu vay phan 18n cac vi khuin Gram am, k& c& Pseudomonas va Enterobacter déu nhay cam véi
thude.

Cac vi khudn gay bénh dudng hd hap nhwt Haemophilus va Legionefla thudng nhay c&m, Mycoplasma
va Chlamydia chl nhay c&m vita phai véi thudc. Neisseriathudng rét nhay cam véi thuéc.

Vikhudn Gram dudng ua khi: Ciprofioxacin ¢é tac dung véi Staphylococci, bao gém cé chling sinh
penicilinase va khdng sinh penicilinase, mét s8 MRSA; Streptococci, riéng Streptococcus
pneumoniaeva enterococcikém nhay cam.

Vi khu&n Gram dudng khac nhay cam in vitro véi ciprofloxacin 1a Bacillus spp.; ciprofloxacin ¢
\:om» tinh thay d6i vdi Corynebacterium spp.

N6i chung, cac vi khu&n Gram dudng (céc chling Enterococcus, Staphylococcus, Streptococcus,
Listeria monocytogenes..) kém nhay cadm hon.

Vikhudn ky khi: Ciprofloxacin khdng 6 tac dung trén phan 18n céc vi khudn ky khi. HAu h&tcacvi
khudn ky khi, bao gém Bacteroides fragillis va Clostridium difficicle khéng ciprofioxacin, mac di
métsd chiing khéc ciia Clostridium spp. c6 thé con nhay cam.

Ciprofioxacin cling c6 mét vai tac dung chéng lai Mycobacteria, Mycoplasma, Rickettsia,
Chlamydia trachomatisva Ureaplasma urealyticum.

Do co ché tac dung dac biét clia thuSc nén ciprofloxacin khong co tac dung chéo véi cac thubc
khang sinh khac nhu aminoglycosid, cephalosporin, tetracyclin, penecilin..

Cd ché tac dung: Trén in vitro, Ciprofloxacin ¢6 téc dung d6i vditat c& cac vi khudn Gram duong
va Gram am. Téc dung khang khudn clia Ciprofloxacin 1& do tic ché Topoisomerases typ 2 cla vi
khugn (DNA gyrase va Topoisomerase 1V), cén thi€t cho viéc tai tao, sao chép, slta chita va tai
k&thgp DNA cliavikhuén.

Cd ché& khang thude:

Su dé khang vdi Ciprofloxacin trén in vitro thudng xay ra do dot bién tai vi tri dich trén enzym
topoisomerase IV va DNA gyrase va qua cac dot bién nhidu chiéu. Nhitng dot bién don 18 ¢6 thé
chf 1am giam tinh nhay cam véi thudc chit khong gy dé khang trén 1am sang. Nhung dot bién
nhiéu chidu c6 thé gay dé khang trén lam sang va gay khang chéo vdi cdc thudc trong nhém
Quinolone. Co ch& dé khang 1am bt hoat céc khang sinh biing céc hang rao thdm thau (phd bign
d6iv6i Pseudomonas aeruginosa) va co ché bom ra ngoai cé thé nh hudng dén tinh nhay cam véi
ciprofloxacin. Cling d b4o cdo thdy dé khang thudc qua trung gian Plasmid gay ra do gen gnr. Co
ché dé khang lam bat hoat penicillins, cephalosporins, aminoglycosides, macrolides, va
tetracyclines khdng gay anh hudng dén tac dung khéng khudn ciia Ciprofloxacin. Hién tai chua ro
liéu c6 dé khang chéo Ciprofloxacin véi cac nhém khang khuén khéc hay khéng. Cac chling ¢
dé khang vdi cac thubc nay 6 thé van nhay cam vdi Ciprofloxacin.

N&ng do diat khudn t6i thidu (MBC) thudng khong vuot qua 2 14n ndng do e ché tGi thidu (MIC).
PAC TINH DUGC DONG HOC:

- Hap thu: Sau khi udng lidu don vién nén 500 mg, thudc duge hdp thu nhanh va hoan toan, chil
yéu tal rudt non va dat ndng 46 15i da trong méu sau 1-2 gid. Sinh kha dyng tuyét dgi dat khodng
70-80%. N8ng do t6i da trong huyét tuong (Cmax) va t8ng dién tich dudi dudng cong (AUC) tang
tugng tng vdilidu diing.

- Phan b6: Kha ndng gan k&t vdi protein clia ciprofloxacin 1 thédp (20-30%), thudc cé mét trong
huyét tuong phén 16n 1a dang khong ion hoa. Ciprofloxacin ¢ thé khuéch tan tu do ra bén ngoai
thanh mach. Thé tich phan b6 thudc & mic én dinh 1a 2-3l/kg thé trong co thé cho thdy
ciprofloxacin c6 kha nang tham nhap vao cdc mé va dat dén néng do vugttrén néng dd tuang ting
trong huyétthanh.

- Chuyén hda: B4 xac dinh ¢6 mot lugng nhd 4 chét chuyén hoa gém: desethyleneciprofioxacin
(M1), sulphociprofloxacin (M2), oxociprofioxacin (M3) va formylciprofioxacin (M4). Trén in vitro,
cac chét chuyén héa tr M1 dén M3 ¢6 hoat tinh khéng khuén tuong tJ hodc thdp hon hoat tinh
Kkhéng khu#n cia acid nalidixic. M4, hién dién véi lugng nhd nhat, ¢ hoattinh khang khéng khuén
trén invitro tuong Guong véi norfloxacin.

- Thai trit: Ciprofloxacin phén idn dudc dao thai dudi dang khong d8i qua than, va mot lugng nhd
qua phéan. Thi gian bén thai & nhifng bénh nhan c6 chiic néng than binh thudng khodng 4-7 gid.
Thai trf cha ciprofloxacin dudi dang khéng adi: 44,7% qua nudc tiéu, 25% qua phan. Dang
chuyén hoa: 11,3% qua nudc tiéu; 7,5% qua phan. Ciprofloxacin duge loc 8 cAu than va baitit &
&ng than. Khi chic nang than suy gidm s& d&n dén téng thdi gian ban thai lén d&n12gids. 1% hidu
ciprofloxacin dugc dao thai qua mét. Khindng d6 cao, ciprofloxacin s& ¢6 dmat.

Dudc dong hoc trén nhiing d6i tugng déc biet:

- Tré em: Dit liéu vé dugc dong hoc & tré em con han ché. Trong cdc nghién cdu & tré em, Cmax
va AUC khong phu thude vao tudi (trén 1 nam tudi). Khong quan sat thdy cé sy tang ddng Kké
Cmax va AUC khi diing nhiéu Ian (10 mg/kg x 3 1dn/ngay). Theo udc tinh, thdi gian ban hity ctia
ciprofioxacin & tré em khoang 4-5 gid.

- Bénh nhan cao tudi: ndng do huyét tuong 4 ngudi cao tudi (> 65 tdi) cao hon so véi ngudi tré.
Méac dit Cmax tang 16% dén 40%, AUC trung binh tang x&p xI 30% va ¢6 thé ft nhat 1a do sy suy
gidm dé thanh thai & than clia bénh nhan 1gn tudi. Thai gian ban thai hoi kéo dai hon so vdi ngudi
tré (~20%). Su khac nhau khong cé y nghia lam sang.

- Bénh nhén suy than:thdi gian ban thai kéo dai hon. Piéu chinh lidu ding c6 thé dugc yéu cdu.

- Bénh nhan suy gan:trong nhiing nghién cifu so bg & bénh nhén xd gan man tinh 8n dinh, khéng
¢6 sy thay ddi dang ké vé dudc dong hoc dugc quan sat. Dugc dong hoc ciia ciprofioxacin &
nhitng bénh nhan suy gan c&p chua dudc nghién clu ddy ad.

QUY CACH PONG GOI: Hop 1 vix 10 vién, Hop 2 vix 10 vién,Hop 3 vix 10vién,

I@,v 10 vix 10 vién, Chai 30 vién, Chai 100 vién, Chai 200 vién, Chai 300 vién.

BIEU KIEN BAO QUAN: Dudi 30°C, ndi kho rdo, tranh &nh séng.

HAN DUNG CUA THUGC: 36 thang ké tf ngay san xudt.

TIEU CHUAN CHAT LUGNG CUA THUBC: DBVN,

&

Tén, dja chi nmm cosg sin xudt: L
CONG TY CG PHAN DUGC PHAM KHANH HOA
2 Pudng 2/4, khém Dong Béc, phudng Vinh Hoa,
WHO - GMP thanh phd Nha Trang, tinh Khanh Hoa




