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Rx-Thude nay chi ding theo don thuéc

TO HUGNG DAN SU DUNG THUOC

TEN THUOC
CIPRO-USL.

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tam tay tré em.
Doc k¥ huéng dan str dung trurée khi ding.

THANH PHAN CONG THUC THUOC

M&i chai chira:

Thanh phan hoat chit

Ciprofloxacin hydroclorid

Tuong duong Ciprofloxacin 0,3% kl/tt

Thanh phén ta duoe

Natri acetat trihydrat, dinatri edetat, hypromellose, acid acetic bang, dung dich benzalkonium
clorid, manitol, natri hydroxyd, nude cit pha tiém.

DANG BAOCHE _
- Dang bao ché: Thudc nhéd mat.
- M0 ta: Dung dich trong, khong mau hodc hoi vang dung trong chai nhura LDPE.

CHI PINH

Thude duge chi dinh dé diéu tri loét gidc mac va viém két mac gy ra boi cdc ching vi khuan
nhay cam. )

Viée theo doi dap img ctia vi khuan véi liéu phap diéu tri khang khuan tai chd nén di kém khi sir
dung CIPRO-USL.

CACH DUNG, LIEU DUNG

Liéu dung khuyén cdo cho ngudi 16n va tré em tir 2 tdi trd [én nhur sau:

Loét gidc mac hoic ap xe:

Ngay dau tién, nho timg giot 2 giot vao mit bi thuong mdi 15 phit trong 6 gitr déu tién va sau d6
nho 2 giot vao mét bi thuong mdi 30 phut trong thoi gian con lai trong ngay.

Ngay thir 2, nho timg giot 2 giot vao mét b thuong méi 1 gzér

Ngay thir 3 dén ngay thir 14, nho 2 giot vao mét bj thuong moi 4 gio.

Néu bénh nhén duge diéu tri hon 14 ngay, liéu diing can tudn thi theo liéu huéng din clia bc si.
Viém két mac do vi khuén:

Nho tirng glol | hay 2 giot vao két mac mdi 2 gidr trong thoi glan con thire Irong 2 ngay, sau do |
hozc 2 giot mi 4 gidr trong thdi gian con thirc cho dén khi vin dé nhiém khuin dugc giai quyét.

CHONG CHI DINH _
Khéng ding thuoce cho bénh nhén qua man véi ciprofloxacin hay cac thanh phan khac cua thude
va bénh nhan qua méan véi cac thude nhém quinolon.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Chi diing thuéc nay cho mét.
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Dimg CIPRO-USL & tré so sinh bi viém mit ngudn gbe do lau hay chlamydia thi khong duge
khuyén céo vi thude chua duge danh gia trén nhimg bénh nhan nay.

Khi sir dyng thude nho mét CIPRO-USL, nén xem xét dén nguy co xudt hién va sy lan truyén
cua tinh khdng vi khudn do dudmg miii hong.

Nhig phan (mg qua man nghiém trong va doi khi co thé gdy ur vong, trong mdt vai liéu ddu
tién, duge quan sat thay & nhitng bénh nhan diéu tri béng céc quinolon dudmg toan than. Mot vai
phan tmg di kém nhur truy tim mach, méat v thirc. ngira ran, sung hong, phii mat, khé thé, ndi may
day, ngira.

Nhimg phén img man cam nghlem trong do ciprofloxacin can duge diéu tri khan cap ngay lap
tre. Kiém soat oxy va duong thé can dugce thye hién khi duge chi dinh lam sang.

CIPRO-USL nén ngung ding néu cé déu hiéu dau tién ndi ban da hay bat ki dau hi¢u man cam
nao.

Nhu nhu‘ng logi khang smh khée, vige sir dung trong thoi gian dai c6 thé lam phat mcn cac
chiing vi khuan hay vi ndm khong con nhay cam véi thudc. Néu xay ra boi nhiém, nén bat dau
diéu tri thich hop.

Viém va dint gan ¢6 thé xay ra khi diéu tr bﬁng fluoroquinolone dudng toan than bao goém
ciprofloxacin, dic biét & benh nhan cao tudi va nhimg ngudi duoce dn:u i dono thoi vai
corticosteroid. Do d6, nén ngimg diéu tri bang CIPRO- USL khi co déu hiéu dau tién bi viém gan.
Trong thoi gian diéu tri, can tranh deo kinh p trong mém. Trong trudmg hop bénh nhén duoc
phép deo kinh ap trong, ho nén duge hudng dan thio chiing ra trude khi dp dung CIPRO-USL va
cho it nhét 15 phit trude khi mang lai.

CIPRO-USL ¢6 chira benzalkonium clorid ¢4 thé giy kich (mg va lam doi mau kinh ap trong
mem.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Doi véi phu nir c6 thai:

Khong c6 day du dir liéu vé viée sir dung CIPRO-USL ¢ phu nir ¢6 thai, Céc nghién ciru trén

dong vt khong chi ra nhimg téc dong c6 hai truc tiép déi véi doc tinh sinh san. Theo phuong

phap phcng ngira, t6t hon hét 1a tranh sir dung CIPRO-USL trong théi k¥ mang thai, trir khi lgi

|cll diéu tri dur kién 1om hon nguy co tiém an ddi véi thai nhi. Y
Dbi vii phu nir dang cho con bi: -
Khong biét liéu ciprofloxacin ¢ bai tiét trong sira me hay khong sau khi ding true tiép & mat -
hodc tai. Do dé, can than trong khi sir dung CIPRO-USL cho phu nir dang cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
CIPRQ-USL khdng dnh hudng hofic dnh hudng khong dang ké dén kha ning l4i xe hodic van
hanh may moc.

Tam nhin m& tam thai hode cic r6i loan thi gidc khac hay tac dung phy gdy dau dau, chéng mat
¢6 thé anh hudng dén kha niing ldi xe hofic sir dung may mac. Vi vdy, cin thin trong khi ding
thude cho bénh nhan cin 13i xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

1. Tieong tdc cua thude

Nghién ciru vé trong tac thude véi thude nhé miit ciprofloxacin chua dm;rc nghién ciru. Do non;,
do ciprofloxacin trong hé lhﬁng thip sau khi diing thude nho m.’:t tai chd, nén tuong tac thude
khong xay ra. Néu ding nh|eu hon mét san phim thude nho m%il céc loai thube phai duge dimg
cach nhau it nhét 5 phut. Thude mi tra mat nén duge ding cudi cung,

2. Twong ky ctia thude
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Khong trong thich véi cée dung dich kiém.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhirng téac dung khéng mong mudn liét ké dudi day phan loai theo tin sudt nhu sau: Phé bién (>
1/10), thuong gip (= 1/100 dén <1/10), it gap (=1/1.000 dén <1/100), hiém gap (21/10.000 dén
<1/1.000), rat hlem (<1/10.000). hay khang biét (khdng dugce thiét 1ap bing dir li¢u sin ed).

Réi loan hé mién dich

Hiém gap: qua man

Réi loan hé thin kinh

It gap: dau dau

Hiém gap: chéng mat

Rbi loan nhan khoa

Thiong gap co hat trong gidc mac, khé chju mat, Iéng, r nhan ap.

.-".' gap: viém glac mac, viém g,lac mac dém, viém nhlem gidc mae, chimg s¢ énh sdng, giam thi
lue, sung mi mit, nhin ma, dau mﬁt, khé mét, sung mit, ngira mit, chay nude mit, ghén mét, dau
vnen mi mat, tréc da mi mﬁt phit két mac va do mi mat.

Hiém gdp: doe tinh Ién mit, viém két mac, lon thwong biéu md gidc mac, nhin déi, giam cam
glac ctia mét, mdi mét, kich (mg mat, viém mét, leo mét.

Réi loan tai va tai trong

Hiém gdp: dau tai

Réi loan hd hip, ngwe va trung thiit

Hiém gap: nhay cam xoang dudi, viém mii

R loan tiéu héa

Thicomg gap: roi loan vi gidc

It gap: budn non

Hiém gap: tiéu chay, dau bung

Réi loan da va mé duéi da

Hiém gdp: viém da

Réi loan co xwong va mé lién két

Khong biét: r6i loan gan.

QUA LIEU VA CACH XU TRi

Lugng qua liéu ciia thude nho mét CIPRO-USL cd thé dugc rira sach khoi mit véi nude am. Do

nhimg dic diém cia ché pham nay khéng gay ra dc hai khi nhé mét qua liéu san pham nay hodc -
trong trudmg hgp vo tinh nuot phai lugng dung dich ciia mdt chai.

PAC TINH DUQC LU'C HQC

Nhém dwgce ly: Thude nho mat khéng khuén.

Mi ATC: SOIAE03

CIPRO-USL chira ciprofloxacin la khang sinh nhom fluoroquinolon. Hoat dong dtf;t khuan va
kiém khuan cia mproﬂoxacm dua vao tac dong lén ADN gyrase — mét enzym can thiét cho qué
trinh tdng hop ADN cua vi khuan Do d6, nhimg théng tin quan trong ctia chromosom khong
dugc sao chép lai, gay su ¢6 trong chuyén héa vi khuén Ciproﬂoxacm ¢6 hoat dong khang
khuén in virre rong trén vi khuan gram duong (+) va vi khuén gram dm (-).

Co ché khang

Khéng ﬂuoroqulnoion dac biét la ciprofloxacin, yéu cu nhimg thay doi di truyén dang ké trong
mét hodic ni'ueu hon 5 co ché vi khuin chinh: a) Enzym téng hop DNA, b) Bao vé protein, ¢)
Tinh thim té bao, d) Bom thudc, hodic e) Aminoglycoside qua trung gian plasmid 6 '-N-
acetyltransferase, AAC (6') - Ib.
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Fluoroquinolones, bao gém ciprofloxacin, khdc nhau vé edu triic hda hoc vé téc dung cua cac
aminoglycoside, khang sinh nhom p-lactam, macrolide, letracychne sulfonamid, trimethoprim
va chloramphenicol. Do dé, céc sinh vt khdng véi cdc loai thude nay cé thé nhay cam véi

ciprofloxacin.
Pho khang khuan:

Céc vi khuén nhay cam

Cic vi sinh vit gram dwong hiéu khi
Corynebacterium accolens

Corynebacterium auris

Corynebacterium propinguum

Corynebacterinm psudodiphtheriticum
Corynebacterium striatum

Staphylococcus aureus (nhay cam methicillin - MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (nhay cam methicillin - MSSE)
Staphylococcus hominis

Staphylococeus saprophyticus

Staphylococeus warneri

Streptococeus preumoniae

Streptococcus viridans Group

Cic vi sinh vt gram 4m hiéu khi

Acinetobacter species

Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa

Serratia marcescens

Cac vi khuan dé khang

Cic vi sinh vat gram dwong hiéu khi:

Staphylococcus aureus (dé khang methicillin - MRSA)
Staphylococcus epidermidis (dé khang methicillin - MRSE)
Staphylococcus lugdunensis

Céc vi sinh viit gram am hiéu khi:

Khéng

Cic vi sinh vat khac:

Khong

Cic sinh vat da droc dé khang

Cic vi sinh vt gram duong hiéu khi:
Corynebacterium jeikium

Ciic vi sinh vt gram dm hiéu khi:
Khong

Cic vi sinh vat khac:

Khéng

DAC TINH DUGC DONG HQC

CIPRO-USL dugc hép thu nhanh chong vao mét théng qua nep xiic truc tiép véi mat, Nong do
toan than cta thudce thap khi ding tai ché. Nong do lrong huyét twrong cua ciprofloxacin trong co
thé khi nho 2 giot dung dich ciprofloxacin 0,3% mdi 2 gior trong 2 ngay va sau d6 mdi 4 gid
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trong 5 ngay dao déng tir khong xéc dinh duge (<1,0 ng/ml) dén 4,7 ng/ml. Nong do dinh trung
binh trong huyét trong trong nghién ciru nay it hon khoang 450 lan so véi | ding liéu don 250 mg
ciprofloxacin qua dudng uong. Ciprofloxacin phan bd rong & cae mo. Thé tich phan bé cu thé &
tinh trang 6n dinh 14 1,7 dén 5.0 I/kg. Ti 1€ gin két véi protein huyét lrong la 20-40%. Thai gian
ban hiy trong huyét twong la 3-5 gid. Ca ciprofloxacin va 4 chét chuyen héa ban dau cua
ciprofloxacin duge dao thai trong nude tiéu va phan. Do thanh thai & than chiém khoang 2/3 cua
tong do thanh thai trong huyét tromg, phin con lai dao thai qua dudng mat va phan O bénh nhén
bi t6n thuong chirc ning than, thdi gian ban thai cua ciprofloxacin chi ting vira phai do dao thai
bing duomg ngoai. Tuong tur, & bénh nhin suy giam chirc néing gan ning, thai gian ban thai chi
kéo dai nhe.

Khong co dir liéu duge dong hoe nao co lién quan dén viée sir dung ¢ tré em.

QUY CACH DONG GOI
Hop chira | chai 5 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Béo quan: Bao quan duéi 30°C. Trinh dnh sdng.

Han diing: 24 thing ké tir ngay san xudt. Khong diing thudc sau 30 ngay ké tir ngay mé nip.
Tiéu chuan: USP 39.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

M/S MAKCUR LABORATORIES LTD.

Dia chi: 46/4-7, Dehgam Road, Zak Village, TAL. Dehgam, City: Zak, Dist. Gandhinagar,
Gujarat State, An Do,
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