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MEDOPIREN 500mg

MEDOCHEMIE - CiproﬂoxaCin 500 mg

Dé xa thm tay tré em,
Doc k§ hwdng din sir dyng truée khi dung.

THANH PHAN CONG THU'C THUOC

Thanh phéin dwge chét: Mi vién chira ciprofloxacin hydrochloride 583 mg twong duong véi ciprofloxacin 500 mg.

Thanh phén td dwgc: Maize starch, cellulose microcrystalline, crospovidone, silica colloidal anhydrous, magnesium stearate, talc, polyethylene
glycol 6000 va opadry white Y-1-7000 (1a hén hgp gom céc thanh phén say: hypromellose, titanium dioxide (E 171), polyethylene glycol 400).

DANG BAO CHE
Dang bao ché: Vién nén bao phim

M ti sin phim: Vién nén bao phim hinh thun dai, mau tring, 18i, mot miit c6 khéc vach, mot mat khic “MC”, kinh thuée vién 17,5 x 8mm.

CHIDINH

Ngudilén

MEDOPIREN 500mg dugc chi dinh diéu tri cic bénh nhiém khuin do céc tac nhan gdy bénh nhay cam véi ciprofloxacin nhu sau:

. Nhiém khuén duong mét nhu viém dudmg mat, viém tii mét, tii mét tich my,

* Nhiém Khuan xwong va khép nhur ciém tity xwong, viém khép nhiém khuén,

* Nhiém khuan tai-mi-hong nhu viém xwong chiim, viém tai giira, nhat 12 trong cdc truémg hop nhiém khudn do céc Gram am. Khong chi djnh
ciprofloxacin trong diéu trj viém amidan cap.

Nhiém khuén mét nhu viém két mac do vi khuén.

Nhiém khuan dudmg tiéu hoa nhu tiéu chay do nhiém khuén va sbt thuong han,

Nhiém khuan duong sinh duc, ké ca bénh 1au, viém ph%m phuvaviém tién liét tuyén.

Nhiém khuén 6 bung nhur dp-xe hodic viém phiic mac.

Nhiém khuan viing chiu nhu viém ndi mac tir cung, viém ving chéu va viém voi trimg,

Nhiém khuéan duong ho hap nhu dot cip cia bénh phéi tat nghn mén tinh, nhiém khuin phé quan-phdi trong dgt cip clia xo nang tuy hoic

gidn phé quan, mu trong mang phoi, viém phe quan-phoi va viém phoi thiy. Ciprofloxacin dugc khuyén cao khong nén dung nhur la thudc dau

tay trong dicu tri viém phoi do phé cau (Pneumococcus) & bénh nhin ngoai trd. Tuy nhién, ciprofloxacin c6 thé dung trong diéu trj viém phdi

docéc vikhuan Gramam. )

Nhiém khuén da va mé meém nhu ap-xe, nhiém khuén vét bong, viém mo té bao, viém quing, viém tai ngoai va cac vét loét vét thuong bj

nhiém khuan.

Nhiém khudn toan thén hogc nhiém tring ndng nhu nhi&m khudn huyét, viém phic mac hoac nhiém khudn & bénh nhan c6 nguy co gidm mién

dich (nhu bénh giam bach cau trung tinh ¢ b¢nh nhén suy giam miéndich) hogic ngudi dang duge chim séc dic biét.

* ., Nhiém khudn duong tiét ni¢u c6 bién chimg nhur viém mao tinh hodn, viém tién liét tuyén, than-bé thin va viém ni¢u dao.

Nhiém khuén duong tiét niéu khong phirc tap, khéng sinh nhém fluoroquinolon, trong d6 ¢ ciprofloxacin lién quan dén cac phan (mg c6 hai

nghiém trong va nhiém khuan dudng tiét ni¢u khong phirc tap c6 thé ty khoi; vi vy chi nén sir dung thudc cho bénh nhan khi khong c6 lya

chon diéu tri khic thay thé

« Dotnhiém khuin cip ciia viém ghé quan man tinh, khang sinh nhém fluoroquinolon, trong d6 ¢4 ciprofloxacin lién quan dén céc phan (mg cé
hai nghiém trong va dot nhiém cp clia viém phé quan ¢6 thé tw khoi; vi vy chi nén sir dung thude cho bénh nhén khi khéng c6 lya chon diéu trj

.+ khacthay the . .

+  Viém xoang cép tinh do vi khuin, khing sinh nhém fluoroquinolon, trong d6 ¢6 ciprofloxacin lién quan dén cic phan g c6 hai nghiém trong
va viém xoang c:ip tinh do vikhuan c6 the twkhoi; vi viy chi nén sir dung thudc cho bénh nhén khi khong c6 lya chon diéu tri khac thay thé

Ngoai ra, ciprofloxacin dugc ding du phong trong nhimg trudng hgp ¢ nguy co nhiém khuén cao nhu md ndi soi hoiic phiu thuit duong rudt.

Tréem 2

Nhin chung, ciprofloxacin dugc khuyén cdo khong nén diing cho tré em dudi 18 tudi. Tuy nhién, trong nhimg truémg hop nhiém khudn ning & tré

em tir 1 tudi trdy 1én c6 thé ding ciprofloxacin nhu viém duémg hé hép dudi do Pseudomonas aeruginosa & ngudi bi xo nang tuyén tuy; dy phong va

diéu trj bénh than do hit va mét s6 vi khudn khdc nhu nhiém tring dudmg tiét nigu bién chimg (viém thin, bé thin). Viée sir dung ciprofloxacin cho

tré em chi dugc dung khi danh gié lgi ich viée diéutrilénhon nguy co géy hai do thude gdyracé lién quan dén khép va/ hofc cdc md xung quanh,

Déi véi nhimg chi djnh khac trén tré em, kinh nghiém 1dm sang con han ché.

LIEUDUNG VA CACHDUNG

Lidu ding ; )

Liéu ding thy thuge vao chi dinh, mirc 4§ va vi tri nhiém khudn, do nhay cdm cua cipmﬂox‘acin‘trén vi khudn gdy bénh, d¢ tudi, can nang, chirc
niing thén. Thoi gian diéu trj ty thudc vao d¢ trim trong ciia bénh trén lam sénngé dién bién vé vi tring hos. Trong mdt vai truong hop nhiém
khuén (nhu Pseudomonas aeruginosa, Acinetobacter hoiic Staphylococei) ¢6 thé sit dung ciprofloxacin & liéu cao hon va phéi hop véi céc tac
nhéin khang khuén khac.

Ngudilén
Chi dinh Lidu hang ngay Thoi gian diéu trj
Nhiém tring duémg hé hdp dudi 500 - 750 mg, 2 14n/ ngay 7 - 14 ngay
Nhiém triing dudmg h6 hip trén | Viém tai gilra mi man tinh 500 - 750 mg, 2 lan/ ngay 7 - 14 ngay
Viém éng tai ngodi 4c tinh 750 mg, 2 14/ ngdy 28 ngdy - 3 théng
{;ﬂ‘\i&n khuén dudng tiét ni¢u c6 | Viém bang quang c6 bién chimg | 500 mg, 2 1an/ ngay 7 ngdy
ién chimg o od
Viém thén-bé than c6 bién chimg | 500 - 750 mg, 2 1An/ ngay ft nhét 10 ngay, c6 thé kéo dai
dén 21 ngay trong céc trudng hop
nhiém khudn niing (nhu 4p xe)
Viém tién liét tuyén 500 - 750 mg, 2 l4n/ nga; 2 - 4 tudin (cdp tinh) hogc
SR i | 4 - 6 tun (man tinh)
Liu Viém niéu dao do lqu va viém c4 | Lidu/duy nhét 500mg 1 lidu duy nhat :
tlr cung
Viém tinh hoan, mao tinh hoan, - | 500 - 750 mg, 2 l&n/ ngdy it nhdt 14 ngay
va viém ving chfu !
Nhiém khuén dg day-rut va Tiéu chay do nhidm bt ky loai | 500 mg, 2 1An/ ngay lngdy . . . ot
trong 0 bung Shigella ngoai trir Shigella 3
dysenteriae typ 1 va dy phong B !
tiéu chay cho du khéch S :
Tiéu chay do Shigella | 500 mg, 2 lin/ ngay ‘s ngay.
dysenteriae typ 1 ’
| Tiéu chay do Vibrio cholerae - | 500 mg,2 Wn/dgay ' " |3 ngay” el
86t thuong han 500 mg, 2 14/ ngay Toghy " . 5
ghr:ilm‘guﬂn trong dbyng do | 500 - 750 mg, 2Mdingdy . |S-l4mgdy ©
Nhiém khuén da va md mém 500 - 750 mg, 2 lan/ ngdy 714 ngy i
Nhiém khun xwong khop 500.750 mg, 2 ldn/ngdy | Téida3 thing < - sth
S8t giam bach chu nghi ngd do nhidm khuin, ' 500 - 750 mg, 2 lAn/ ngdy Diéu trj trong subt thoi gids - 4
Khuyén céo diing dong thoi véi the nhan khéng khuln khéc. gidm bach céu #




| Dy phong nhiém tring xam ldn do Neisseria meningitidis Liéu duy nhét 500mg I liéu duy nhét
\

Bénh than (sau phoi nhiém) | 500 mg, 2 1n/ ngay 60 ngay ké tir khi phét hign
Th\%éc nén duge sir dung ngay sau khi nghi ngé hofic xéc djnh phoi nhiém Bacillus anthracis
nhiém.
Nhiém khudn dudmg tiét ni¢u | Khong bién chimg 250 - 500 mg, 2 lan/ ngay 3 ngdy
khéng phirc tap
Liéu duy nhét 500 mg & phy nr | 1 liéu duy nhét
tien man kinh
Viém thin-bé thin khong bién | 500 mg, 2 1An/ ngay 7 ngay
chimg
Dot nhiém khuén cp cua viém phé quan man tinh 500 -750 mg, 2 1An/ ngay 7 dén 14 ngay
Viém xoang cAp tinh do vi khuin 500 -750 mg, 2 lan/ ngay 7 dén 14 ngay
Tré em )
Tréemtir 1 - 18 tudi
Chi djnh Lidu hang ngay Thi gian didu trj
Bénh xo nang 20mg/kg (t6i da 1 750 mg), 2 lan/ ngay 10 - 14 ngdy

Nhiém tring duémﬁ tiét nigu c6 bién chimg | 10 - 20mg/kg (ti da 1a 750 mg), 2 1an/ ngay | 10 - 21 ngay
va viém thin - bé than

Bénh than (sau phoi nhiém). 10 - 15mg/kg cén niing (t6i da la 500 mg), 2 | 60 ngay ké tir khi phat hién nhiém Bacillus
Thudc nén duoc sir dung ngay sau khi nghi | 1an/ ngay anthracis ’
ngd hodic xdc dinh phoi nhiém.

Cac nhiém khuén khéc 20mg/kg (t6i da 1a 750 mg), 2 lin/ ngay Ty thude vao loai nhiém khuén

Tré em nhd nhé hon 1 tudi: Lidu dung cho tré em dudi 1 mé:l chua duge thiét lép, do d6 khong chi dinh ding ciprofloxacin cho tré em duéi 1 tudi.
Ngudi cao tudi: Liéu ding ciprofloxacin & ngudi cao tudi duge khuyén cdo diéu chinh phu thuc vio mirc 4 nhiém khuin va 9 thanh thai
creatinin.

Bg"nh nhén suy thin
Liéu dung cho b¢nh nhan suy chirc ning thin dugc khuyén céo diéu chinh theo bang sau:

D{ thanh thai creatinin (mU/phii/1,73 m2) | Ndng dj creatinin trong huyét thanh (umoll) | Lidu ding

> 60 <124 Diing liéu théng thuéng

30-60 124 - 168 250 - 500 mg, 2 lan/ ngay

<30 > 169 250 - 500 mg, 1 1in/ ngdy

Bénh hhan thim phan mau > 169 250 - 500 mg, 1 1an/ ngy (sau thim phén)
Bénh nhan thim phan phic mac > 169 250 - 500 mg, 1 lan/ ngdy

Liéu ding & tré em suy giam chirc niing thin chua dugc thiét 13p; do d6 khong chi dinh ding ciprofloxacin cho tré em bj suy chirc nang than.
énh nh:

Khong can diéu chinh liéu ding & ngudi 16m bj suy giam chirc niing gan.

Liéu dung ¢ tré em suy gidm chirc ning gan chua dugc thiét 1dp; do d6 khong chi dinh ciprofloxacin cho tré em bi suy chirc ning gan.

Céchding L

MEDOPIREN 500mg nén dugc ubng nguyén vién véi nuée va thari gian udng khong phu thudc bixa in, nhung néu udng lic d6i, hoat chét s& hép
thu nhanh hon. : X

Khéng nén diing dong thdi ciprofloxacin véi cdc sin phim tir bo sita hay cac dd udng bd sung khoding chét (nh sira tuoi, sita chua, nuéc cam bé
sung thém calci). Tuy nhién, véi calci cung cfp tir bira &n thi anh huéng khong dang ké dén hap thu ciprofloxacin. Néu bénh nhan khéng thé uéng
dugc vién nén do mirc ¢ trim trong clia bénh hojic cic nguyén nhin khéc, khai déu diéu trj dugc khuyén co bing ciprofloxacin dang dich truyén
saud6 c6 thé tiép tuc vdi ciprofloxacin dudmg ubng.

CHONG CHi PINH
Ngudi duge biét qua cam véi ciprofloxacin, véi céc quinolone khéc, voi bt ky thanh phin ndo cia thude.
Khéng ding dong théi ciprofloxacin va tizanidine

CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phan (mg cd hai nghiém trong c6 kha nang khdng hdi phyc va gdy tan tit, bao gdm viém gin, dirt gan, bénh 1y thin kinh ngoai bién va céc tée
dung bt l¢i trén than kinh trung wong, 2

Céc khang sinh nhém fluoroquinolon c6 lién quan ﬂén cdc phan img c6 hai nghiém trong c6 khd ning gdy tan tit va khong hdi phuc trén cdc hé éo
quan khdc nhau cia co thé, Cac phan img nay c6 thé xuét hién ddng théri trén cing bénh nhan. Céc phan img c6 hai thuong duge ghi nhn gdm viém
gén, diit gén, dau khop, dau co, bénh Iy thén kinh ngoai vi va céc tc dyng bét lgi trén h¢ théng thin kinh trung wong (4o gidc, lo Au, trim cam, mét
ngu, dau déu ning va I 1in). ) . [
Chc phan img ndy c6 thé xay ra trong vong vai it dén vai tudn sau khi sir dyng thude. Bénh nhan o bt ky tudi nao hodc khdng c6 yéu té nguy cotdn
tai tir trude déu c6 thé giip nhimg phan img c6 hai trén.

Ngimg st dung thudc ngay khi c6 ddu hiu hofic trigu chimg dAu tién clia bét ky phan img c6 hai nghiém trong ndo. Thém vao 6, tranh sit diing céc
khéng sinh nhém fluoroquinolon cho céc bénh nhén dé timg g#p cdc phan (mg n;hiém trong lién quan dén fluoroquinolon. -t
Thén trong khi sir dung thubc cho ngudi gia, hodic bénh nhin dang sir dung thudc c6 chira corticosteroid do nguy co xdy ra viém va dirt gan. Khi cé
trigu chimg viém, dau hoc anh huémg dén vén dong ciia chi, bénh nhin can phai ngung ngay diéu trj véi ciprofloxacin. .

Trong mdt vai trudng hop thi ting m£1 cam va phan img dj (mg c6 thé xdy rangay & 14n d%u tién diing thugs. Tuy rat hiém gip nhung di ¢6 bdo cdo
vé phan tmg phan v¢ dén dén tir vong khi diing ciprofloxacin, Bénh nhén phai ngimg diéu tri ngay vdi ciprofloxacin khi c6 d4u higu ddu tién phat
ban hoyic cac déu higu khac ciia man cim ngay cé trong lan d4u ding thude. ' :

Do nguy co ¢6 thé xay ra céc thc dung khdng mong mudn trén hé thin kinh trung wong nén cén thin trong khi sit dung ciprofloxacin cho nhimg
bénh nhéin bj dgng kinh va bj réi loan théin kinh trung wong trec d6, chi ding khi d céin nhéc lgi hai giita tic dyng cai thién cia thudc va nguy co do
nhimg bénh nhén ndy ¢6 thé bj nguy hiém vi nhimg tac dung khong mong muén trén hé thin kinh trung wong, Phan timg gay hai & h¢ thin kinh trung
wong xdy ra ngay khi lin diu diing thube da dugc béo cdo. Mot sé hiém trrmg hop xdy ranhu trdm cim hogc réi loan tm thin c6 thé tién trién dén
gay hanh vi nguy hiém cho bén than. Do d6, bénh nhan cin phai ngung diéu tri ngay véi ciprofloxacin va thong béo cho bécsi, '
Trong trudmg hop bi tiéu chiy ngng hoc kéo dai trong hoic sau khi didu tr, cdn tham khilo béic sf do triéu chimg ndy 6 thé che ddu mot bénh 1y
dutmg tiéu hoa nghiém trong (viém dai tring gia mac de doa sinh mang c6 thé gy tir vong) cAn dugc diéu tr ngay, bénh nhin phai ngung diéu trj
véi ciprofloxacin va tién hanh diéu trj thich hp (vi dy uéng vancomycin) va khdng dugc ding nhitng thude trc ché nhu ddng rudt. s
Ciprofloxacin cé thé gdy ra céc phan img nhay cim véi dnh séng. Bénh nhan dang uéng ciprofloxacin nén tranh tiép xiic truc tiép véi dnh sing miit
trdri holic tia cyc tim qué nhiéu. Nén ngung digx tr néu c6 hién twgng nhay cim dnh séng (vi dy phan img da giéng nhu phong). g
Cig:lroﬂoxacin c6 thé Jam ting tam thdi transaminase, phosphatase kigm hojic vang da i mét, dic biét & nhimg bénh nhén c6 tn thuong gan truéc o, *
Cénhan ché sirdung cafeinnéu xay rardi loan tim mach ho#ic kich thich thin kinh qua mirc. X plippase St
Bénh nhan diéu trj véi ciprofloxacin nén ubng dit nuéc dé trinh hign tugng kiém héa nudc tidu c6 thé gay tinh thénigu. e AN
Can thén trong khi diing ciprofloxacin déi véi ngudi thiéu men gl 6-phosphate dehyd hoyic tién sir gia dinh c6 ngudi méc bénh nay

do lam tiing nguy co xay ra céc phan img tAn huyét véi quinolon. e e
Qﬁiﬁh&.ﬁhuxgnmmmuhmml’jw: Vi ciprofloxacin irc ché cytochrom P450 1A2 nén c6 thé lam ting ndng 49 trorig hilyét thanh cid.
céic thudc chuyén héa qua enzym nay (nhu theophyline, clozapine, tactine, ropinirole, tizanidine, duloxeting). Bénh hhan nén dugo theo dsi ¢hiit =

chg cAc trigu chimg 14m sing va ndng 44 thubc trong huyét thanh cia céc thude nay trong huyét thanh néu diing déng théri véi ciprofloxacin,

Réi loan tim mach: Cln thin trong khi sis dung khéing sinh nhom fluoroquinolon, ké ca ciprofloxacin, & nhimg bénh nhan c6 khodng théi gian QT
kéo dai nhu: hi chimg khodng théi gian QT kéo dai bim sinh, sir dyng d0ng thei cdc thude duge biét 14 kéo dai khodng théi gian QT, mét cin bing
dién gii khdng dugc didu chinh, bénh tim. Cén thin trong sir dung khang sinh nhém fluoroquinolon, k& ca ciprofloxacin & ngudi lém tudi va phy
nirdo nhay cim hon véi thubc nén ting nguy cokhodng thdi gian QT kéo di. ol ' o ¢

Rbi loan thi luc: Néu thi lyc bj suy yéu hoic bét ky tac dung phy nao trén mét khi ding thudc, bénh nhan cAn ngung sir dung ciprofloxacin.
Tré em: Kinh nghiém lam sing dbi véi céc chi dinh cho tré em duéi 18 tubi con han ché xgo@i trir didu trj viém phdi cap niing do Pseudomonds
aeruginosa & tré em tir 1 tudi trd 1én bj xo nan%tuyén tuy, nhiém tring dudng tiét niéu c6 bién chimg va viém thin-bé thin: Phai tuyét d6i tuan theo
chidinh ctia bic s§. Do céc thc dyng phy c6 thé xy ra lién quan dén khop chiu trong e v / hoc md xung quanh nén bit du didu trj sau khi dénh




gid lgi ich/ri ro cdn thin.

Déi véi nhimg chi dinh khdc trén tré em, kinh nghiém 1am sing con han ché.

Xétnghiém: Hoat tinh in vitro cda ciprofloxacin chéng lai Mycobacterium tuberculosis 6 thé cho két qua xét nghiém vi khudn &m tinh gid & miu
bénh nhin dang ding ciprofloxacin.

SUDYNG THUOC CHO PHU NU'CO THAI VA CHO CON BU

Phy nir c6 thai

Ciprofloxacin i qua nhau thai, do dgc ndng dé thude trong mang &i va huyét thanh day rén. Chua thiy nguy co gly quéi thai trén dong vat thi
nghi¢m hay trén ngudi sir dung ciprofloxacin trong thdi ky mang thai. Tuy nhién, ciing nhu céc khang sinh nhém fluoroquinolon khac,
ciprofloxacin va ¢d thé gy tén thuong sun khép & céc sinh vat chura truong thanh, do d6 chi sir dung ciprofloxacin cho phy nir mang thai trong
nhig trrdng hop nhiém khudn ning ma khéng c6 khang sinh khac thay thé,

Phy nircho con bi

Ciprofloxacin tich lai & trong sita v c6 thé dat dén ndng dd c6 thé gy tac hai cho tré, do d6 chdng chi dinh ciprofioxacin & phy nit dang cho con bii.
Néume budc phai ding ciprofloxacin thi phai ngimg cho con b,

ANHHUONG CUATHUOC PEN KHA NANG LAI XE VA VAN HANHMAYMOC
Ciprofloxacin ¢6 thé géy ra céc tdc dung phy nhw hoa mat, chong mit, diu éc quay cudng, anh hudng dén kha niing 14i xe va vén hanh may méc, dic

biét 14 khi udng rugu.
TUONG TAC THUOC
Véi céc thube khéc
 thube kéo dai khodng thoi gian QT: Gibng nhu cic fluoroquinolon khdc, ciprofloxacin nén duge sir dung thin trong & nhimg bénh nhan nhin thube
kéo dai khoang QT (v du: chéng loan nhip nhém IA va I, thudc chéng trdm cam ba vong, khang sinh nh6m macrolid, thubc chgng loan thén).
¢ thudc chira cation i hodc bd sung khoang chét: Diing @dng thei ciprofloxacin véi cdc thudc chira cation da héa tri hofic bd sung khoang

mmmm chat (nhu calci, magnesi, nhém hoic sit) s& lam giam hép thu cua ciprofloxacin. Do d6, tranh ding déng thai ciprofloxacin véi cdc thude nay, nén
m ubng ciprofloxacin céch xa céc thudc nay t6i thiéu 4 giornéu ding ddng thoi.
W Cic chat gin phosphat tring hop, sucralfate, thubc khéng acid va céc thuéc dém cao: Céc chét gin phosphat tring hop (nhur sevelamer), sucralfate,
mmm thu0c khéng acid va céc loai thude c6 6 dém cao (nhu didanosine) chira magnesi, nhm, hoic canxi s& lam giam sy hip thy ciprofloxacin khi ding
—— dong thoi. Do d6, ciprofloxacin nén dugc ubng trude 1-2 gidtrude hogc tbi thiéu 4 gios sau khi ubng thubc ndy.
MR Probenecid: Probenecid lam gidm mirc loc cdu thin va gidm bai tiét & éng thn cia ciprofloxacin, do 6 1am giam dao thai ciia thubc qua nude tiéu,
EEE |am ting néng d0 cua ciprofloxacin trong huyét tuong khi ding déng thoi 2 thude nay. ,
W Metoclopramide: Metoclopramide lam tang hép thu cua ciprofloxacin, lam cho thdi gian dat ndng d6 dinh trong huyét tuong ngéin hon, tuy nhién
— metoclogramidc khdng c6 anh huéng 1én ¢ sinh kha dung cua ciprofloxacin.
Céc thuoc sir dung truée phiu thudt: Cac thube sir dung truée phiu thudt nhu thude nhém opiat (nhu papaveretum) hofic céc thudc khan
cholinergic (nhw atropin hoéc hyoscin) s& lam gidm ndng d¢ ciprofloxacin trong huyét thanh khi sir dung dbng thr. Do d6, nén tranh sir dung phoi
hop hodic thay thé bang thudc nhom benzodiazepine.
Céc thuc chuyén héa qua cytochrom P450 1A2 (tizanidine, theophyline. duloxetine, ropinirole) .
Tizanidine: Khi ding dong thei 2 thudc nay, ciprofloxacin c6 thé lam tang C,,, (7 1an) va AUC (10 lan) ctia tizanidine, din dén nguy co ting téc
dung khong mong muén gy nhu ha huyét 4p va tic dung an thin cla tizanidine. Do d6, chéng chi dinh dung ddng thoi tizanidine véi
ciprofloxacin.
Theophyline: Ciprofloxacin ¢ thé lam ting C.,,,, gdy ra cic tac dung phu cita theophyline khi sir dung ddng thiri. Do d6, bénh nhan cin dugc kiém
traC,,, va gidm lidu theophyline géu dung dong thai véi ciprofloxacin.
Duloxetine: Ciprofloxacin c6 thé lam ting AUC va C,, cua duloxetine khi sir dung déng thoi. Mic du khong c6 dir ligu 1am sang vé tuong tac co
thé xay ra cia duloxetine véi ciprofloxacin, cdc tac dung tuong ty ¢6 thé dugce dyr kién c6 thé xay ra néu sir dung dong thai 2 thude nay.
Ropinirole: Ciprofloxacin c6 thé 1am tang AUC (84%) va C,,,, (60%) ctia ropinirole khi dung ddng thi 2 thubc nay. Do d6, cin diéu chinh lidu
ropinirole khi diing ddng thoi véi ciprofloxacin.
M_{Lho_g_mug: Methotrexate tiét qua dng thin co thé bj irc ché bai ciprofloxacin, 1am ting nguy co giy ddc ciia methotrexate nén chéng chi dinh
ding déng thori hai thudc nay.
§ ine: Ciprofloxacin lam tang ndng d trong huyét thanh ciia céc dén xuéit xanthine (nhu caffeine, pentoxifylline, oxpentifylline)
khi sir dung dong thai 2 thude nay. . .
Phenytoin: Ciprofloxacin c6 thé lam ting hodc gidm ndng 4o phenytoin trong huyét thanh, do d6 bénh nhén cin dugc theo ddi ndng dd phenytoin
trong huyét thanh khi sir dung ddng théri véi ciprofloxacin, )
in: DA c6 ghi nhan vé sy gia ting thodng qua ndng d¢ creatinin trong huyét thanh khi dung ddng thdi ciprofloxacin va cyclosporin. Do
46, bénh nhén cin phai theo di thuémg xuyén ndng dd creatinin trong huyét thanh khi sir dung dong thor 2 thudc nay.
ng do; U : Ciprofloxacin c6 thé 1am ting tic dung chéng dong méu khi ding ddng thai véi thude chéng déng mau
dung duong uong (nhu warfarin, acenocoumarol, phenprocoumon, fluindione). Do d6, bénh nhan can kiém tra thuong xuyén thi gian
prothrombin khi sir dung dong thiri 2 thube nay.
Clozapine: Sau khi ding d6ng thoi ciprofloxacin 250 mg véi clozapine trong 7 ngay, néng 49 clozapine va N-desmethylclozapine huyét thanh
ting twong img 29% va 31%. Do d6, bénh nhan cén dugc theo ddi 1am sing va diéu chinh lidu ding clozapine khi diing ddng thi véi ciprofloxacin.
Sildenafil: Khi sir dung ddng thoi sidenafil 50mg va ciprofloxacin 500mg, C,,., v AUC cua sidenafil ting gﬁp d6i. Do 6, cin than trong va xem
xét chc nguy coriii ro va loi fch diéu trj trude khi quyét dinh sir dung ddng thei 2 thube nay. i
Zolpidem: Ciprofloxacin c6 thé 1am ting néng 9 zolpidem trong méu khi sir dung ¢dng ther, do khdng nén sir dung ddng thoi 2 thubc nay.
men;mm: Ciprofloxacin lam tang tic dung ciia glibenclamid (ha duémg huyét). Do d6 b¢nh nhan cén duge kiém tra thudng xuyén glucose
huyétkhi ding ddng thoi 2 thubc nay.
Thirc din va cdc sin ph‘m tirbo sira
Khéng nén diing déng théi ciprofloxacin vdi céc san phm tir bo'sita hay céc dd ubng bd sung khoang chat (nhur sita tuoi, sira chua, nuéc cam bé
sung calci) do nguy co lam giam hép thu ciia ciprofloxacin. Tuy nhién, v6i calci cung cép tir bira in thi anh hudng khong déng ké dén hép thu
ciprofloxacin.

TACDUYNG KHONG MONG MUON }
Nhin chung, ciprofloxacin dung nap tét, tac dung khéng mong muén cua thudc thuong gip chi yéu & da day-rugt (nhu tiéu chay, budn nén), da
(nhu phéat ban).

Téc dyng khdng mong mudn cua thubc duge phan loai theo tin sult glip phai nhu sau: Thudng gép (1/10 >ADR > 1/100), it géip (1/100 > ADR >
1/1.000), hiém gp (1/1.000>ADR >1/10.000) vé rét hiém gip (ADR < 1/10.000).

A% 1

It gap: B6i nhiém nim.
Hiém gép: Ném mi¢ng, ndm am dgo.
Rét hiém gip: Ndm duomg tiéu héa.

vah h
It gap: Téng bach cAu ra eosin, giam bach cAu. .
Hiém g;p: Thiéu méu, gidm bach ciu hat, ting bach ciu, giam tiéu ciu, ting tiéu cau,
Rét hiém gip: Thiéu m4u tan huyét, mét bach ciu hat, gidm huyét cu (de doa tinh mang), gidm tity xwong (de doa tinh mang)
Hi gip: Phén {mg dj img, phi dj img, phit mach, kh6 thé, phu né thanh quén.
Rithiém g3p: Phin img qué mAn, shock phan img (de doa tinh mang), phan tmg giéng bénh huyét thanh.

t gip: Chan dn ) ;
Hiém gip: Téing glucomau. LT s ‘ o sy

t gip: Dau dau, hoa mat, m: tngﬂ, 10i loan vj gidc (thuémg hdi phyc sau khi ngung thudc).

Hiém dp: L 14n, dj cim, mo bat thudmg, co gift, gidm cam gidc, n%‘n&i’ céccon cép cia nhuge co.
Rt hiém gap: Dong kinh con 16m, vén dong bt mmﬁ' logn tim thén, tng 4p lyrc ngi so, mét didu hda, ting cim gidc, ting huyét dp, ri loan khiru
gidc (thuong hdi phuc sau khi ngung thudc), dau nira ddu, lo ling, mét vi gidc. K e 3

&‘mém gép: Réi loan thi lyc, nhin déi, réi loan mau séc.

II& hiém gp: Utai, diéc tam thoi,

. " 1 il

i

Hiém gap: Tim dapnhanh, gian mach, ha huyét 4p, chodng.
Rt hiém gap: Viém mach (46m xuit huyét, bong nwée xuit huyét, nétnho)

Thuémg gap: Budn ndn, tiéu chiy ‘ P p 4
{t géip: Non, dau byng, khé tiéu, diy hoi. L N ‘ i
Hiém géip: Nudtkho, viém dai tring gid mac, viém tyy. ‘ : SO RS
Rét hiém gip: Viém dai tring gid mac de doa tinh mang, ; '

tglp:'l'lngbi]imbim ' X CTILE SRR T BT L, 9 :3:-,41.m1a "‘ -' ]
Hiém glip: Suy gan, ving da, viém gan, hogi tirté bdo gan (rdt hiém trudmg hop dfin t&i suy gan nguy hiém dén tinh mang),

o DA IR e AIA



Rathiém gép: Viéfn gan.
a

v
Thuomng giip: Phtban

ft gap: Ngira, ndi mé day.

Hiém gap: Nhay cam véi dnh sdng, ban d6 da dang (t6n thwong nhe), héng ban nit.

Réithiém giip: Hoi chimg Stevens-Johnson (de doa tinh mang), hoai tir biéu bi nhiém dgc (hgi chimg Lyell, de doa tinh mang), xudt huyét.

flg coxuong
tgiip: Daukhdp.
Hiém gap: Dau co, viém khop, ting truong lyrc co, chugt rit.

Rét hiém glip: Yéu co, viém gdn, dirt gan (thumg gdp gin achille), nhuge co niing.

| h?n vi lizt niéu

Hiém gip: Ton thuong thén, suy thén, ddi méu, i than, viém thin k&,

il gip: Ting SGOT, ting SGPT, bt thuémg chirc nang gan, ting phosphatase kiém, ting creatinin, ting BUN (urea).

Hiém gip: Bt thudmg prothrombin.

Rét hiém giip: Tang amylase, ting lipase.
Thong bigo ::)hn béc s§ hofic dwrge s§ cc tic dung khong mong mubn giip phai khi sir dyng thubc.

QUALIEUVAXU'TRI

Quilidu ’ »
Pa 6 bio cdo qud lidu khi sir dung lidu 12 g dé din dén céc triu chimg nhe cia ddc tinh, qu lidu chp tinh vi lidu 16 g gy suy thin cAp tinh. Cdc

tri¢u chimg qua liéu bao gdm chong mat, run, dau déu, mét moi, co gidt, 4o gidc, i in, kh chiu & bung, suy thin v gan ciing nhur tinh thé v tiéu
mau. Pdc tinh thin co héi phyc di dugce béo céo.

Xirtri

Ngoai nhimg bi¢n phdp chp ciru thudmg quy nhu g nn, rira da day, 11 ni¢u, bénh nhn can duge giit 4m, theo ddi chirc ning thin va ubng céc
thudc khang acid cé chira calci hogc cang sém cang tot nham lam giam hap thu ciia ciprofloxacin.

Ciin theo ddi ngudi bénh cn thin va iéu tri hé trg nhur truyén bi dich (néu cin).

THONGTIN VEDUQCLY
Durgre lyre hoe
Nhém duoce ly: Khang sinh nhém fluoroquinolon

MQ_A];Q: JOIMA02

Co gg;q téc dung

Thubc c6 tac dung trc ché enzym DNA gyrase va topoisomerase IV (1a nhimg enzyme cén thiét cho s ti sinh DNA cta vi khudn), nén ngan can sy

5a0 chép chromosom khién cho vi khuén khong sinh san nhanh chong durge. Va cling do co ché tic dung dic hiéu nay, ciprofloxacin ¢6 hiéu lyc cao

ch§ng lai nhimg vi l_(huéq 43 dé khang céc loai khing sinh nhu aminoglycoside, penicillin, cephalosporin, tetracycline.

D‘(_‘n véi da s6 cic vi khuén nhay cam véi ciprofloxacin, ndng d§ toi thiéu dé diét khudn (MBC) cuia ciprofloxacin cao gép 1 -4 Jin néng d trc ché

t0i thieu (MIC), cé khi lén gap 8 1an MIC .

Ph khéng khuén: Ciprofloxacin ¢ pho khang khuan rong, tic dung 1én hiu hét vi khudn Gram 4m, Gram duong va vi khuén ky khi.

Cac vi khudn nhay cam véi ciprofloxacin nhu:

+  Vikhuén Gram duong hiéu khi: Bacillus anthracis

«  Vikhuan Gram 4m hiéu khi: Aeromonas spp., Brucella spp., Citrobacter koseri, Francisella tularensis, Haemophilus ducreyi, He
influenzae, Legionella spp., Moraxella catarrhalis, Neisseria meningitides, Pasteurella spp., Salmonella spp., Shigella spp., Vibrio spp.,

bil

Yersinia pestis

«  Vikhuanky khi: Mobiluncus

«  Vikhuankhéc: Chlamydia trach is, Chlamydiap iae, Mycopl, hominis, Mycopl );

Céc vi khudn kém nhay cam véi ciprofloxacin nhu:

+ Vi khudn Gram duong hiéu khi: Enterococcus faecalis, Staphylococcus spp. (bao gom céc ching sinh penicilinase va khéng sinh
penicilinase) ;

+ Vi khuin Gram am hiéu khi: Acinetob b ii", Burkholderia cepacia, Campylobacter spp., Citrobacter freundii, Enterobacter
aerogenes, Enterobacter cloacae, Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Morganella morganii, Neisseria
gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia spp., Pseud aerugi Pseud. Sluor , Serratia
marcescens

+  Vikhudnky khi: Peptostreptococcus spp., Propionibacterium acnes

Cic nghién ctru in vitro da chi ra ring tinh khéng ciprofloxacin thuémg do gt bién ¢ topoisomerases vi khuan, thudmg pht trién chdm v theo nhiéu

budc. Dékhéng ciprofloxacin qua trung gian plasmid ciing d dugc ghi nhin, mic di ti 1¢ vi khudn dé khing thap (thuong khoing 10” t6i 107). Coché

Khang thubc 1am bét hoat céc thudc khng sinh khac nhu cdc hing rao tham thau (phd bién & Pseudomonas aeruginosa) cé thé anh huéng dén tinh

nhay cam véi ciprofloxacin. . X .

Tén sudt khing thudc mic phi c6 thé thay i theo dja ly va thoi gian céc ching dugc lya chon, can luu y dén céc thong tin vé khang thubc & dja

phuong, dic bit khi diéu tri cac bénh nhiém tring nang. Nhimg thong tin nay chi huéng din so bd vé kha nang ¢6 hay khong sy nhay cam ctia vi

khudn véi ciprofloxacin. Do d6 cin tham khao y kién thay thube néu trong khu vire c6 nghi ngdr xuét hién khang thudc.

Do co ché tac dung dic hiéu cua thudc nén ciprofloxacin khong ¢6 tic dung lam bat hoat cdc khang sinh nhu penicilin, cephalosporin,

aminoglycosid va tetracyclin va céc ching c6 dé khéng véi cac thuoe nay thuomg nhay cam vai ciprofloxacin

Vi khuin dé khang véi ciprofloxacin nhu sau:

«  Vikhuén hiéu khi Gram dwong: Actinomyces, Enteroccus faecium, Listeriamonocytogenes

«  Vikhuén hiéukhi Gram 4m: Stenotrophomonas maltophilia

¢+ Vi khuﬁ_n ky khi: Excepted as listed above T

« Vi khudn khéc: Mycoplasma genitalium, Ureaplasma urealitycum, Treponema pallidum, Nocardia asteroids, Enterococcus faecium,
Treponema pallidum.

Durge djng hoe

Ciprofloxacin hép thu nhanh va dé dang & duémg tiéu héa. Khi 6 thirc an v thudc chong toan, viéc hép thu thudc bi chim lai nhung khong bj dnh
hudmg déng ké dén sinh kha dung cia thude. )

Sau khi uéng lidu duy nhét 500 mg, ciprofloxacin dugc hép thu nhanh chong va rdng rdi, chi yéu tir rudt non, dat néng @9 ti da trong huyét thanh
1-2 giés sau khi udng véi sinh khi dung khodng 70 - 80%. Dién tich dudi dudmg cong (AUC) ctia 1 liéu udng 500 mg ciprofloxacin mi 12 gi¢r twong
duong véi duémg truyén finh mach 400 mg ciprofloxacin trong 60 phit mdi 12 gior

Khoing 20 - 40% néng ¢ thuc lién két véi protein huyét twong. Thé tich phan bd clia ciprofloxacin rit 16 (2 - 3 1it kg cén niing). Do @6, thim
tach mang bung hay loc méau chi ritramét lugng nhé thude. :
Ciprofloxacin phan bé rong khip co thé va tham nhap 6t vio cic mo, c6 ndng 9 cao noi bi nhidm khudn (dich co thé, cdc mo). Nong d¢ thude
trong m thudng cao hon trong huyé} thanh, diic biét & cde nhu md, co, mét va tuyén tién ligt, phoi (dich md, dai thyc bao phé nang, md sinh thiét).
Nong d6 thude trong dich bach huyét va dich ngoai bao ciing gin béng trong huyét thanh, Nong d§ thude trong nudc bot, nude mili, dom, dich &
bung, da, sun va xuong tuy thap hon nhung vén & mirc thich hop. Néu mang nfio binh thuong thi nong d¢ thude chi dat 10% so véi ndng d¢ thude
trong huyét thanh. Tuy nhién, néu mang ndo bj viém thi thudc ngdm qua nhiéu hon, Ciprofloxacin di qua nhau thai va bai tiét qua sita me. Trong
mit cling 6 nong d¢ thude cao.

Ciprofloxacin dugc biét dén 1a mt chét irc ché vira phai ciia céc enzym cytochrom P450 1A2. Bén chit chuyén hoa ¢ hoat tinh khdng khuén 2
duge xéc dinh 1: desethyleneciprofloxacin, sulphociprofloxacin, oxaciprofloxacin va formylciprofloxacin,

Thai trir ;
Ciprofloxacin dugc dao thai chi yéu qua nude tiéu nhérloc & cdu thin va bai tiét qua dng thin. O bénh nhén suy thin ning, bai tiét qua than va thai
quaniémmac vaolongruft.

Ciprofloxacin va céc chét chuyén héa duge bai tiét phin 16m qua thin v v6i lugng it hon qua phin. Khoang 40 - 50% liéu udng dao thai dudi dang
khong ddi quanuée tiéu va 15% & dang chuyén hoa. Khoang 20 - 35% liéu uéng dio thai qua phan sau 5 ngay

Théi gian bén thai & tré em khodng 2,5 gid; 6 ngui 16n chirc nang thdn binh thuémg 143 - 5 gio. O ngudi suy thin va ngudi l6n tudi thoi gian bin
thai dai hon, tuy nhién khong cdn diéu chinh liéu ding cho ngudi bj suy thin nhg va ngui cao tudi ¢6 chirc ning thin binh thudng; & nhimg ngudi
suy thin nang thi thoi gian ban thai c6 thé 1én dén 12 gio,

QUICACHDONG GOI
Hop chira | vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHATLUQNG CUATHUOC
Didu kign bio qun ciia thuc: Gitr thude § noi kho, nhit o dui 30°C, trénh inh séng,
Han diing cita thubc: 36 thang ké tirngdy sn xudt,

Tiéu chuin chéit lwgng ciia thude: Tiéu chudn co so

TEN VA DJA CHI CUA COSOSAN XUAT THUOC
Sin xudt bdi MEDOCHEMIE LTD - CENTRALFACTORY
1 - 10 Constantinoupoleos street, 3011 Limassol, Cong Hoa Sip Mp\ﬁ/gfm




