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Ciproflioxacin 0,3%
En xca 1ty trd @m
Boc ki hudng ddn s dyung trude khi dang
Thing béo ngay cho bie 87 hode duge sTnhling téc dung khing mong mubn
giAp phaikhi s0 dyng thudc
THANH PHAN CONG THUC:
M&i chai & ml chada:
Thanh phdn hoat chat:
Ciprofioxacin hydroclorid
Tuang dng Clorofoxacin.........viemeimmicicss 15 Mg
Thinh phdn 14 duge Benzalkonium clorid, Manitol, Dinatri edetat, Nude cét.
DANG BAOCHE:
Dang bho ché: Dung dich nhd méat
WM& ta dang bivo ché: Dung dich trong, khiing mui
CHIBINH:
Bidu trj lodt gigc mac, nhifm khufn phin ngodi coa mdt v cde phiin phy cla
mdlt gay ra b che ehing vi khudn nhay cam.
CACH DUNG - LIEU DUNG:
Mgudi Idn, tré mdi sinh (0-27 ngay), tré sd sinh va trd mdi bidl di (28 ngay dén
23 théng). trd am (2-11 tudi) wa thanh thifu nidn (12-16 1udi).

Lodi gidc mac:;
Bénh nhin cfin tudin thil khodng cdch ding thube nhu sau, ki &l vao ban
dém: L :

Mhé viio mit bj bénh 2 gigt mBi 15 phit trong 6 gk ddu, sau 06 nhd 2 giot moi
30 phiittrong sudt thai glan con ki cha ngay thi nhat.

Moay thit 2: mbi gid nhd 2 giot.

T ngéy thir 3 d&n ngly tha 14: e mdd 4 gid nhb 2 gigt vao mal bj binh. Cao
thé tép tyc didu tri sau 14 ngdy néu chua cd hidn ugng tai tao bifu md hod
gidic mac, tuy nhién binh nhiin cén d&n kham bac sTdé duge chi diin vl ché
&4 liéu ddng thich hap.

Nhidem khudn phifin npodi cia mdt:

_ Liflu théng thudng: Nhé 1 hodic 2 giot vho mil bl bénh. 4 ln/ngay. Trong
nhiing trséing hap nhidm khufin nang, nhé 1 hay 2 giot vio mét bj bdnh mbi 2
gadl khi thiic diy trong vang 2 ngay.

Vidi bt o chil dinh ndo, thai glan ding kéo dai 15i da 1A 21 ngay.

Tré em:

Trd tridn 1 wii ding B8u nhu ngudi kin. An todn va hidu qud cla thubc da
duge xic dinh & 230 tré am trong 34 tudi t 0 dén 12 tudl. Khdng cd phan dng
e hal nghlém trgng ndo duge béo cdo trong nhdm bénh nhin nay.

Bfnh nhdn suy thin va gan: L

Chuta o& nghién ciiu ndo vé sl syng thulic Ny duge thyc hign & nhling bénh
nhén cd win dé v thin hode gan. ;
CHOMG CHI BINH:

Mgudsi c6 tién sd qua man vdi ciprofloxacin holc wii bét ky thanh phin nao
clia thubc hodc céc guinolon khic; bénh nhan dang didu tri vdi tizanidin.
Khing dugc ding ciprofioxacin ¢cho ngud mang thai va thai ky cho con ba,
ird khi budc phal ddng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Kinh nghigm l&m sang & tré em dudi mdt twdi, dac biél & tré so sinh rl han
ché. Khéing khuyéin cde s dung thufic 4 tré so sinh bj viém két mac do

“nihi&m 14U clu holic chalimydia do chua duge ddnh gid trén nhiing bénh
nhin nay.

Khi s dyng thudic, ndn xem xét dén nguy cd thudc qua dudng mdi - kong cd
thé gdp philn vao sy wowlit hiéin wa lan truyén vi khudn khdng thude.

Phin ing qua min nghiém trong va déi khi gty tl vong (phan v&), mdt s§
say My thir nhit, d& dugc quan sat thity & nhiing bénh nhan ddng quinaken
duting toén than, M&t s8 phan dng di kém nhu tryy tim mach, mit § thie, dau
déy thén kinh, phis hong hadic phin mdit, khé thd, ndi mé day va ngda. Chicoe
mét vai trong 56 nhiing bénh nhén nay cé tién si phan Ung qua miin. Trudng
hop phan dng qua mén clp tinh nghiém trong v ciprofloxacin o6 thé cin
phii dibu irj khdin clip ngay lip tic.

Néin ngung thude khi madl xudt hign tridu ching phat ban da holc oo bt ky
diu hidu qua man ndo khéc.

Nhu wdi LAt cd cde khang sinh s dyng kéo dai khac, thubc od thé din din sy
phét tridin qua mic cia cde chiing vi khudn hofic ndm khéng nhay clim. Nfu
Ay ra bdi nhilm, ndn bilt dfu didu irj thich hdp.

Vidm giin vi A0t gn ¢b thé xdy ra khi ding fluoreguinolon todn than bao

gém ciprofioxacin, dic big! & nhiing bénh nhdtpsid/wiras .comy daug/
dugc didu t dng thai vdi corticostercid. Do d6, nén ngung thubc khi o diu
hidu diu tilin cha vidm gan.

Trong nhing nghbén clu lAm sing & nhiing binh nhiin bj loét giic macdo vi
khudin, ngudi ta di quan s4t thdly o6 kit tha tinh thé tring & phin ndng chd
khuyét gide mac & 35 trong ng 88 210 bénh nhan (16,6%). Khdi phdt kit
tha trong vong 24 gid dén T ngay sau khi bit diu didu tri. &5 mdit Bnh ahan,
chdit kit tiha duge riia sach ngay khi mdi xudl hign. Trong 17 bénh nhén, chét
k&t tlia bifn mEL vao 1 din 8 nghy (7 bénh nhan hét trong vang 24-T2 gio
ddu); & & bénh nhidn hél vao 10-13 ngay. Cé 9 bénh nhin khdng biit chinh
wéic ngay hit chit kit ta: tuy nhién, khi kham theo d8i binh, ngudi ta thily
chdit kit tha hit hodin todn vAo 18-44 ngdy sau khi khdi phat hidn Wwgng ndy.
Trong 3 bénh nhin, khdng cd thong tin vé két qud. Khdng cdin ngung sl
dung ciproficocacin khi o6 chét két tha, va nd clng khdng gy dnh hudng bl
bt 451 vk B tridin [&m sang clia vEl loét hay d8i vdi thi gide,

Khing nén deo kinh &p tréng trong qud trinh didu trj nhidm khudn mét. Do
a6, khuyén bénh nhin khdng deo kinh dp trdng khi s dyung thudc nay.

Luu y: Thanh phdn thudc o6 chila t4 dugc benzalkonium clonid.
Banzalkonium chiorid trong thuc nhéd mét Ciprofloxacin 0,3% cb thé gay
kich dng mét va adi mau kinh dp trdng. Khéng deo kinh dp tréng trong khi
didiu trj wdi thusc nhd mél Ciprofioxacin 0,3%. Phdi g bd kinh ap rdng trudc
ki diang thudc va chd it nhat 15 phiat sau khi 50 dyng thude mdi deo Kinh ird
I,

Khéng duge cham phén diu dng nhd mit cda chal thude véo bét cd bé mil
nao hodc dam ria vicd thé 1am nhiém bdn thubc.

SUDUNG CHOPHUNDICO THAIVA CHO CON BU:

Thal kiy mang

Khéng cd ol igu diy dd b vide s0 dyng céc ciprofioxacin d phy nd mang
thai. Ciprofioxacin di qua rhau thai, 4o duge nbng dé trong mang &i va huydl
thanh day rén. Chua thdly nguy co gy qual thal trén ddng val thi nghigm
hodc trén ngudi sau khi sd dyng ciprafioxacin trong thai ki mang thai.

Chi nén sl dyng thude nhd mit ciprofloxacin trong théi ki mang thai néu
thély kha néing cd kgi nhifu hon L khi ning nguy cd cho thai.

Thél ky chocon bi: _—— . -
Ngudi ta khing biét Béu ciprofloxacin nhi tal chb cd duge bai tift qua sia
ngudi hay khong, tuy nhiln, nguidi ta bidt rang ciprofioxacin ding theo dudng
udng duge bal tist qua siia chudl dang thai ki cho bl, va 4 thiy cd thubc
ciproficxacin wlng xudl hign rong sda ngudi sau khi 50 dung mdt kbu duy
nhil 500 mg. Nén thin trgng khi sd dyng ciprofloxacin cho phy nld trong thai
Ky cho Con b,

ANH HUONG CUA THUGC LEN KHA NANG LAl XE, VAN HANH MAY
MOC:

(3i8ng nhu nhd mét vdi bt ed thude ndo khdc, nhin md tam thai v cde rdi
loan thi giac ¢& thi lam dnh hudng dén kha nang ldi xe v vin hanh may
miéc. NEu bi nhin ma $au khi nhd thude, bénh nhin phii cho dén khi nhin ro
lai madi dugc 14 XBva van hanh may moc.

TUONG TAC, TUONG KY CUA THUGC:

Cac nghién cdu tuang tic thulc chua duige thyc hidn vwdi ciprofloxacin nhd
mét. Do néng 3 cla ciprofloxacin todn than thip sau khi ding ciprofloxacin
nhé mét, nén Wwang te thude hfiu nhu khéng <y ra.

Néu dang s dyng nhidu hon m1 logl thubc nhd mal, cae thubc nay phal
duipe sl dyng cachinhau it nhat 5 phat.

TAC DYUNG KHONG MONG MUGN CUA THUSC:

Céc tac dyng khdng mong mudn duge phan theo tin sufit b quy udc nhu
sau: rit thubing gap (= 1/10), thudng gip (= 1/100 dén < 1/10), & gip (=
1/1.000 d&n < 1/100), hi&m ghp (= 1/10.000 ddn < 1/1,000), rit hidm giip (<
1/10,000) v& ehua rd 18n sudl (chua thé vdc lugng t0dT i sdn cd).

Rdi lopn hi midn dich

Hilfim gip: qué mdin

Rdl logn b thin kinh

[t gdip: v Ml

Him gap: ching mat

Réi lopn mit

Thudng gip: Tinh thé trAng dong giiic mac, khd chiu & mdt, xung huysl

It giip: bdnh gide mac, viém gidc mac cb diu Wm chiim, thim nhim gldc
mac, $0 nh sang, gidm thi lyc, phi mimét, ma mét, dau mét, khé mat, sung
md1, ngia mat, thng chdy nudc mit, déng vy ba mi, phi két mac, ban dd mi
mél

Higm gap: nhidm ddc mélt, vidm gidc mae, vitm két mac, khiém khuyst biu



md gide mac, nhin ddi, gim xdc gidc mit, thj lye suy nhuge, kich ing milt,
vidm mét.

Rdl logn tai vi Hén dinh de tai

Hiém gép: dau tai

Rl loan hd h&p, nguc v trung that

Hidim gip: viém xoang cdnh mii, vidm mdi

R4l logn tidu hda

Thudng gdip: loan vj gidc

it glip: bubin ndn

Hidm gip: tidu chity, dau byng

Rdl logn da va md dudl da

Hidm gip: vidm da

R logn xuong vi ma lidn két

Chiuta r tn sult: rdiloan gan

Théng bdo ngay cho bédc s7 hodic duge sl nhing phén dng cd hai glp
phii khi sl dyng thule il

QUA LIEU VA CACH XU TRI:

M&u sl dyng quéd idu cd thé loal thudc ra khdi mét biing cach ilia mit biing
nudc &m. Do déc diém cda ché phdm nay, khéng cd tac dyng Gbc hai nio
dugc dy dodn vai truding hop ding thudc qué Béu & méit, hollc frong trudng
hop wh tinh uing phai cd chai thudc.

Tich cyic theo dbi dé cd bidhn phip x0 trl kip thai

BAC TINH DUGC LYC HOC:

Nhdm duge iy: Khang sinh nhdm flueroguinsion

ME ATC: Ciprofloxacin: S03AAOT

Ciprofloxacin 14 mdt khdng sinh ban 18ng hgp, cd phd khing I:nu.[-n rong.

thudc nhdm fueroquinalon. Thude b tdc dyng didt vi khudn do Uc ché
enzym DNA gyrase vi lopoisornarase IV [la nhing enzym cén thidt cho qui
trinh tdi sinh s&n DNA cda vi khulin, nén ngdin sy sao chép cla chromosom
khilffn cho vi khulin khang sinh sin dugc nhanh ching. Ciproflexacin cd téc
dyng & wiro manh hon acid nalidixic (quinolon khdng fuor hoa).
Ciprofloxacin cling cd tdc dyng vdl céc vi khuln df khéng lai khiing sinh
thuds cédc nhém khdc [aminoglycosid, cephalodporin, tetracychin,
panicilin,..). g

Khéng nhu cac khang sinh beta lactam cb tac dyng manh nhdl a8 vai vi
khufin nhay cdm & glal doan phit tifn nhanh (pha lag) ciprofloxacin dit
khudin & ¢ giai doan phét trifn nhanh va cham.

Khdng thude:

Sy dé khang vdi Muoroquinolon, dic bidt th ciprofloxacin, yéu ciu nhiing
thay ddi vé mét di truydin cla vi khudn theo mdt hode nhidu hon trong 5 cd
ché chinh gau: a) thay dfi cdc enzym o€ 1dng hop DMA, b) thay dfi co ché
bio wh cdc proteln, ) thay d8i khd nng thdm vio tf bac, d) di:,r thufic ra
ki 18 bao, hodc ) thay dbi enzym plasmid-mediated aminoglycoside B'-N-
acetyltransfarase, AAC (6) - Ib.

Flucraquinolon, bao gém ciprofloxacin, c6 cdu trdc hda hoc va cdch téc
dong khac wdi aminoglycosid, p-lactam, macrolid, letracyclin, sullonamid,
trimathoprim va chloramphenicol. Do 44, céc vi khufin dé khang cac thube
trén co thé nhay clim vai ciprofioxacin,

Khing ct nguding nhay cdm chinh thiic cla ciprofioxacin khi ding nhd mét,
méac dd ngudng nhay cém khi ding duding 104n thin di ¢b, nhung mdc
liébn quan vai dudng ding nhé mALchua rd. Thes EUGAST (Uy ban chiu Au
wi thi nghiém 34 nhay cdm), ngudng nhay cim ::hm:-q:rﬂ'lu-:m:m

Corymebacterium pradodiphrheriticim https://vnras.comy/dr ug/
Covymebacieriim siriarum

Sapilecoccus aureis (rhgy cdm metfriciliin - MESA)
Suaphpplococcus caplnis ! =
Saptlecoccus epidermidiz frlgy cam methicillim - M3SE)
Sapiplococcus komirls

Suphlococcus sapropkyiicus
Suxphvlococcus warner
SIreproCOCCS PICLRGRITE
Sereproconcus wirlidans (rroup
Vi khuiin Gram Gm hide khi
Acinetobacter species
Harmopkilus mflnenzar
Moraxella carerrhalis i
Porudomonar aerugineg |

Serrany monorsorns s |

e chitng vi khudin ma sy 0 khang o6 thi gip

V1 khudn Gram duwemg hiéu ki
Staplwlococous awrews (Kdng methicillin - WRSA)
| Staphylecoccus epidermidis (Khang methicillin - MRSE)

Staphlococcus hepdunensis
Vi khuin Gram im hiéu khi
Chura

Vi khuin khde

| Chara rd

Vi khuin aé khing

| Vi khuiln nuumuquh khi
| Canmebacierinm j
Vi khuhn Gram dm hifa khi
Chara nd
Vi khuin khic
| Chua r
BAC TiNH DUGC BONG HOC:
- Ciprofioxacin dugc hdp thu nhanh chéng vao mat sau khi dang. Mdbc 36 hiip
thu 10&n than ¢ia ciprofloxacin khi nhd mat thip. Ndng 40 ciprofioxacin
trang huydt tugng khi dang 2 gigt dung dich ciprofloxacin 0.3% mbi 2 gio
ding trong hai ngay, va sau do mbi 4 gid ddng trong 5 ngay dao dbng 1
khodng thé ginnh iugng (< 1.0 ng/ mL) oén 4.7 ng/ mL. Néng 96 dinh
trung binh trong huydt tuang thu duge trong nghidn ciu nay thiip hon khodng
450 1&n 50 vai néng 446 khi dong idu uing ciprofioxacin 250 mg.
- Cite ddc tinh duge ddng hoc 1odn than coa ciprofloxacin d& dugc nghién
ciiu, Ciprofloxacin phiin bs rong ritl déin cdc mbd cia co thé. Thé tich phin bé
& trgng thal §n dinh 1 1,7 dén 5,0 1 kg. Lién két vdi protein huy&t thanh i 20-
40%. This glan bén thai cla ciprofloxacin trong huyét thanh 14 3-5 gio.
Ciprofioxacin va 4 chil chuyén hda chi yéu déu duge bal tist gua nudc tifu
v phén. B\ thanh thai thén chidm khodng hal phén ba 84 thanh thai huyst
thank-phén con lal thanh thil qua mét va phan. O nhing bénh nhin suy
giéim chic nAng thiin, thisi glan béan thai cda ciprofioxacin chi ting Wn nhe
do céc co ché bai i€l khéng qua thdin, Tuong ty, & nhiing bénh nhin bj suy
gidm chic niing gan nding, thai gian bdn thii chi kéo dai han chit i,
Khiing cb dil libu duge ddng hoo khi s0 dyng & tré em,
QUY CACH BONG GOI:
Hdp 1 chai S mi.
BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG
Diéu kidn bao quan: Ngi khd mat, nhilt 46 dudi 30°C, trdnh dnh sdng.
Han ding: 36 thang ké t ngdy san xull. Khing sd dung thubc sau khi md

Tinh nhay cém vii ciprofloxacin: danh sich cde chiing vi khudin trong nhl!nm
triing mit

Cie ching vi Khuiin nhgy cim
Vi khudn Gram duwng hife khi
Coryaebacterium accolens
Corynebacterium auris
Corynebacterium propingum

|_ Nguimg Mn‘:(q.r L) ol 15 Sk
Lodi Nhay cim Hm-g Tidu chufin chilt lugng: Tidu chuln co sd
Suaphylococcus spp. B |“ 1 TEN, BlA CHICUA CO S0 SAN XUAT THUGC:
| Strepfococcus preimsanios <0125 | =2 : r o
TSty it =T W % : CONG TY Eé PHAN DUQC PHAM 3/2
T . ge ! B 601 Cach Mang Théang Tam, P.15, .10, TP.HCM
Morcylia il 05 | #05 | SN Sin sl i Nnd méy GMP - WH s 930 G2, duding C, KCN Ca Lii
Bt e e e S Cum 2. P. Thanh My Lgi, Quén 2, TP HCM

Fayx: 39700182
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