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cifloxacin

Ciprofloxacin 3 mg/mL

Bung dich nha tai, lg 10 ml

COOPERS.A.

LOT, MAN, EXP will be printed

here during the production.

cifloxacin
3mg/ml

BRAILLE TRANSLATION:

+

IN

floxac

3 mg/mL

; =
b ]
2 5
U o
g %
Fomm T

£1P200 ] 2
o J (]

2
LI |
£TFT00

Dung dich nha tai

Hop 11o% 10 mi

vernshield

Z
2

=| pUdC PHAM | =
*\BACH VIET/*

D& xatdm tay cla tré em.
Poc ky hudng dan sit dung
truge khi ding.

| St dung dé nho tai.

Thanh phan:

Moi mi dung dich chia:

3.5 myg ciprofloxacin hydrochloride
Tuang dudng 3,0 mg ciprofloxacin
Chidinh, chong chi dinh, cach
dung va cac thong tin khic:

Xem & huong dan st dung thudc.
Bio quan d nhiét dg khang

qua 30°C.

Dung dich sau khi md nap sidung
trong vong 28 ngay.

SLSX, NSX, HD: Xem LOT, MAM, EXP
in trénndp hép

Tiéu chudn chdt luong: TCCS

SBK:

Nha sdn xuat:

Coaper 5.A.
64 Aristovoulou str., Athens,
11853, Hy Lap.

DNMK:

Keep out of the reach of the
children.

Read the package leaflet
before use.

Auricular use,

Composition: Each ml of selution
solution contains 3.5 mg
ciprofloxacin hydrochloride
equivalent ta 3.0 mg dprofloxacin |

Indication, contraindication,
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Rx CIFLOXACIN

BACH Vﬁﬁuiq 77 chi diing theo don thuoc
\l&; Dot ﬁﬁmong dan str dung trée khi dimg
’VH Pii(ﬂé‘.@d 1am tay tré em

THANH PHAN

MGi 1 ml dung dich chira:

Thanh phan hoat chdt: Ciprofloxacin 3,0 mg (dudi dang ciprofloxacin hydrochloride 3,5 mg)
Thanh phdn td dirge: Mannitol; acetic acid glacial; disodium edetate; benzalkomum chloride;
sodium acetate trihydrate; sodium hydroxide/hydrochloric acid; water purified.

DANG BAO CHE
Dung dich nhé tai.
Dung dich trong sudt, khéng mau dén mau vang nhat.

CHI PINH

Nguwdi trudng thanh va tré em tir 1 tudi tré 1én:

Dung dich nhé tai Cifloxacin dugc chi dinh @& diéu trj viém tai ngoai cAp tinh gy ra boi vi khuén
nhay cdm vdi ciprofloxacin (xem thém muc Dugc luc hoc)

Viéc sir dung phai duoc gidam sit bai chuyén khoa tai mili hong cé cac phuong tién dé theo dai
thuong xuyén céc tac dung lam sang va vi sinh trong va sau khi dung thude.

Cén xem xét cic hudng din chinh thirc v& viée sir dung khéng sinh hop 1y.

LIEU LUQNG VA CACH DUNG

Ngudi trudng thanh va tré em tir mot tudi tré 1én:

Lleu la 4 giot Clﬂoxacm vao Ong tai, 2 1an mdi ngay dm vGi nguodi trudng thanh.

P&i véi bénh nhan cén st dung otowick, c6 thé ting gip ddi chi & lidu diu tién (6 giot dbi véi tré
em va 8 giot di v6i ngudi trudng thanh).

Ngudi cao tudi:

Khéng cén thiét phai diéu chinh lidu & bénh nhén cao tudi.

Trong nghién ciru lam sang tién hanh véi thudc nhé tai ciprofloxacin, kha ning xay ra phan tng bat
lgi khong lién quan dén tudi. Khéng c6 su khac biét ¢ nhitng bénh nhan gdp phan g bt loi dugc
ghi nhén giita nhitng bénh nhan dudi 65 tudi, tir 65 dén 75 tudi va trén 75 tudi.

Tré em tir 1 tudi trd 1én:

Liéu 13 3 giot Cifloxacin vao éng tai, 2 1dn m&i ngay dbi véi tré em. D6 an toan va hiéu qua cia
Cifloxacin d3 dugc xac dinh & 139 tré em & d6 tudi tir 1 dén 12 tudi. Khéng c6 tac dung khong
mong mudn nghiém trong nao duge bao cdo & nhitng bénh nhéan nay.

An toan va hiéu qua cho tré em dudi mét tudi van chua dugce thiét 1ap.

Sur dung & bénh nhén suy gan va than:

Thudc nhé tai ciprofloxacin chua dugc nghién ciru & bénh nhén suy giam chirc ning gan hodc than
va do vy khong khuyén céo sir dung & nhitng bénh nhén nay.

Cach dung: )

Sau khi thao nédp, néu vdong gan bij 1dng thi thao vong gin ra trudce khi sir dung.

Bénh nhén cin dugc huéng din lam 4m lo thudc ngay trude khi sur dung béng cach giir lo thubc
trong 10ong ban tay trong vai phit dé tranh cam gidc chong mit c¢6 thé xay ra khi nhé mét dung dich
lanh vao Ong tai.

Nim nghiéng ddu, nhé thubc vao tai bi nhidm khuédn. Giit diu nﬁm nghiém trong vong 5 phut aé
tao diéu kién cho thude tham vao trong tai. Lap lai ddi véi tai kia néu ean.
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Dé tranh tap nhiém vao déu dng nhé giot va dung dich, cin chu y khong cham vao 13 tai hodic éng
tai ngoai va cac khu vuc xung quanh hodc cac bé mit khac bang dau ong nho giot cua lo thude.
Dbdng kin lo khi khong sir dung.

CHONG CHi PINH ) ]
Qua man v&i ciprofloxacin, véi cac quinolone khac hodc véi bat ki thanh phan ta duge nao cua
thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Chi sir dung dé nho tai.

An toan va hiéu qua cua thubc da du'o‘c thiét 1ap & tré em tir 1 tudi tro len trong céc thir nghlem lam
sing ¢6 dbi chimg. Mic dii da cé rit it dir liéu & bénh nhén dudi 1 tubi diéu tri viém tai ngoal clp
tinh nhung khong c6 su khéc biét trong qua trinh bénh & nhém bénh nhén nay, 1am loai trir viéc sir
dung thudc & bénh nhan dudi 1 tudi. Dya trén dit liéu rét han ché, béc si ké don nén cén nhic loi
fch 14m sang cta viée sir dung so vGi cac riii ro d& biét va co thé chua biét khi k& don cho tré em
dudi 1 tudi.

Khi sir dung thuéc cho tai, cn theo dai y t& cin than dé c6 thé xc dinh kip thdi su cén thiét c6 thé
ctia cac phuong phéap diéu tri khac.

Pi c6 bao cdo vé phan tng qua min nghiém trong va dbi khi gay tir vong (phan vé), mét s& xéy ra
sau lidu dau tién, & nhiing bénh nhén dang diéu tri béng quinolone toan than. Mgt sb phan g di
kém véi truy tim mach, mét y thirc, dau nhoi day than kinh, sung hong hogic phi mat, khé thé, may
day va ngtra. Chi c6 mét vai bénh nhén c6 tién sir phan tng qua mén.

Phéan tmg phan vé nghiém trong can cdp ctru ngay ldp tirc bing epinephrine va cac bién phéap hoi
sttc khéc, bao gf”)m thd oxy, bu dich duong tinh mach, tiém tinh mach thudc khang histamine,
corticosteroid, cdc dung dich amin ting cudng van mach, kiém soat duong tho, theo chi dinh 1am \
sang. i

CIFLOXACIN can dugc dimg str dung ngay 14p tirc khi xuét hién l4n ddu tién cia phét ban da hodc Ry
bét k¥ dau hiéu phan img qua man nio. ;‘i

Nhim doc anh sang tir trung binh dén ning vé6i biéu hién bi chdy ning qua mirc di dugc quan sat
thdy & nhitng bénh nhén tiép xtc tryc tiép véi dnh sdng mit trdi trong khi sir dung mot s6 thube
nhém quinolone. Can tranh anh sdng mit troi qua mic. Nén ngimg diéu tri néu c6 nhiém doc
quang hoc.

Nhur véi tit ca céc ché phim khéng sinh, st dung ciprofloxacin kéo dai co thé din dén sy phét tr1en
qua mirc cia céc sinh vat khong nhay cam, bao gdm ca ndm. Cén tién hanh didu tri thich hop néu
xay ra bdi nhiém.

Viém va dit gin c6 thé xay ra khi didu tri bing fluoroquinolone toan than bao gém ca
ciprofloxacin, dic biét & bénh nhin cao tudi va ¢ nhimmg ngudi duogc didu tri dong thoi véi
corticosteroid. Do d6, nén ngimg diu tri bing CIFLOXACIN khi ¢6 diu hiéu viém gan déu tién.

Thudc cé sir dung chét bao quan benzalkonium chloride, 13 mét chit gay kich ung, c6 thé gy ra
phan tng da khi str dung tai cho.

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

Kha néng sinh san:
Khong c6 nghién ciru danh gié anh hudng 1én kha néng sinh san khi sir dung tai chd dung dich nhé

tai ciprofloxacin. Nghién ciru khi ding duong ubng & dong vat khéng cho thdy anh hudng c6 hai
truc tiép 1én kha niing sinh san.

Phu nif c6 thai ] )
Khéng c6 nghién ciru day du va kiém soét tot duoc tien hanh & phu ni¥ ¢6 thai.
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Céc nghién ciru trén dong vat véi ciprofloxacin khéng cho thiy anh hudng c6 hai truc tiép vé mit
dgc tinh trén sinh san.

Hap thu toan than cua ciprofloxacin sau khi nhé tai la thép.

Dé than trong, tot nhét nén tréanh su dung Cifloxacin trong khi mang thai trir khi loi ich diéu tri
vuot xa nhimg nguy co tiém tang dbi véi thai nhi.

Phu nit cho con bi:

Ciprofloxacin dugc béo cdo 1a ¢6 bai tiét vao sita me sau khi ding dudng ubng véi lidu 500 mg.
Khéng biét liéu ciprofloxacin c6 dugc bai tiét vao sira me sau khi nho tai hay khéng. Nguy co cho
dira tré b sita khong thé dugc loai trir. Do d6, cin than trong khi ding CIFLOXACIN cho phu nir
cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng c6 anh hudong duge biét cia Cifloxacin 1én kha néng l4i xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Khong c6 nghién ctru tuong téc dic higu duge tién hanh déi v6i thube nho tai ciprofloxacin.

Tuy nhién, viéc sir dung mot s quinolone dudng toan than da dugc chimg minh 1a 1am ting ndng
do theophylin trong huyét trong, gdy tr& ngai cho qua trinh chuyen hoa caffeine, ting cudng téc
dung cua thudc chdng dong dudng ubng, warfarin va cic din xuat cta nd, va cé lién quan den su
tang thoang qua creatinine huyét thanh & bénh nhén ding ddng thoi voi cyclosporine. Véi nong do
toan than thip cua ciprofloxacin sau khi ding nhé tai, cac twong tic 13 kho c6 thé xay ra.

TAC DUNG KHONG MONG MUON

Trong céc thir nghiém 1am sang, tdc dung khong mong muén phd bién nhit dugc bdo céo la ngira
tai va chay nudc tai xay ra & khoang 1% bénh nhan.

Cac téc dung khong mong muén dugc phan loai theo c4c tAn sudt gip phai sau: Rat thuong gip (>
1/10); Thuong gép (= 1/100, < 1/10); it gip (= 1/1000, < 1/100); Hiém gip (> 1/10000, < 1/1000);
Rét hiém gap (<10000); hogc khong biét (khong thé xdc dinh duorc tir c4c dit lidu sn co).

Trong mdi nhém tan suét, tc dung khéng mong mubn dwoc sap xép giam dén theo mirc d nghiém
trong.

HEé co quan Tic dung khéng mong mudn (MedDRA
preferred Term)

R6i loan hé than kinh trung wong It gép: Pau dau

R&i loan tai va tai trong It gdp: Pau tai, nghet tai, chay nudc tai, ngira
tai, U tai.

Réi loan da va méd dudi da It géip: Viém da

Roi loan chung va tai chd ding thudc It gap: Sbt

MBb ta cac tac dung khong mong mudn:

Céc thanh phan thudc hiém khi nhay cam khi st dung cho tai. Tuy nhién ciing nhu véi bt ki chat
ndo khi sir dung trén da, mét phan {ng di tmg véi bét ki thanh phan nio ciia san phdm ciing c6 thé
Xay ra.

Phan mg qua min nghiém trong va dbi khi gy tir vong (phan vé), mét sb sau lidu diu tién, da
duoc bao cao & nhimg bénh nhén didu tri bing quinolone toan than. Mét sé phan tmg di kém véi
truy tim mach, mét v thirc, dau nhéi ddy than kinh, sung hong hodc phit mat, khé tha, may day va
ngua.

Dbt gin vai, tay, Achilles hodc cic gin khac, can phai phiu thuat hogc din dén tan tat kéo dai da
duge bao cao & nhitng bénh nhan sir dung fluoroquinolones toan than. Cac nghién clru va kinh
nghiém sir dung sau luu hanh véi fluoroquinolones toan than cho théy nguy co dut gan nay co thé
ting 1én & nhitng bénh nhan sir dung corticosteroid, dac biét 1a bénh nhan ldo khoa va gin chiu ap
luc nhiéu bao gbm ca gin Achilles. Cho dén nay, dir liéu 14m sang va sau luu hanh chua chimg
minh dugc mbi lién quan 16 rang gitra thube nho tai ciprofloxacin va cdc phan vmg bét 1gi trén co
xuong va mo lién két.
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Dbi véi fluoroquinolone ding tai chd (n6i dung), ban da, bong biéu bi do nhidm ddc, viém da tréc
vay, hoi chirng Stevens-Johnson va may day 12 rat hiém khi Xay ra.

Nhidm ddc anh séng tir trung binh dén niing d dugc quan sat thy & nhitng bénh nhan duoc diéu trj
bing quinolone toan than. Tuy nhién, it gip phan ing ddc hai cua quang hoc véi ciprofloxacin.

Nhom bénh nhén tré em

An toan va hiéu qua cia thube nho tai ciprofloxacin 3 mg/ml da dugc xdc dinh trén 193 tré em ¢ d6
tudi tir 1 dén 12 tudi. Khong co tic dung khong mong mudn nghiém trong nio duge bio cdo &
nhém bénh nhén nay.

QUA LIEU VA CACH XU TRi
Khéng c6 trudng hop qua heu d3 duoc bao cao. Khong c6 dir lidu c6 sin & ngudi lién quan dén qué
lidu do v6 tinh hoiic ¢b ¥y nubt phai. Do cac dic tinh cia ché pham nay, khong c6 tac dung doc hai
nao duge du kién khi sir dung qué liéu nho tai clia san phdm nay, hodc trong trudng hop vé tinh
nuét phai lugng thudc ctia mét lo.

DUQC LUC HQC
Nhém dirge Iy: Tai-miii-hong; Thubc chéng nhiém khuén.
Mai ATC: S02AA1S5

Co ché tic dung:

Thubc nho tai Cifloxacin la dung dich ¢ chira khang sinh fluoroquinolone ciprofloxacin. Hoat
dong trc ché cua ciprofloxacin khang lai vi khuén 13 két qua cta sy can thiép viao enzym DNA
gyrase, 1a mot enzym can thiét cho su tong hop DNA ciia vi khuén. Do d6, théng tin quan trong tur
nhiém séc thé cua vi khudn khong thé dugc sao chép nita, 1am phé v& qué trinh chuyén hoéa cia vi
khuén. Ciprofloxacin c6 hoat tinh in vitro chéng lai mét loat céc vi khudn gram duong va gram am:
vi khudn ky khi it nhay cam hon.

Co ché aé khang

Dé khang vai ﬂuoroqumolone ddc biét 1a ciprofloxacin, cin dén nhimg thay dm di truyén déng ké
G it nhét 1 trong 5 co ché quan trong: a) cdc enzym tong hgp DNA, b) céc protein bao vé, c) tinh
thim cua té bao, d) bom day va e) céc dap g trung gian bdi plasmid.

Céc fluoroquinolone, bao gom ciprofloxacin, khac vé cau triic héa hoc va phuong thirc hoat dong
ctia aminoglycoside, khang sinh B-lactam, macrolide, tetracyclme sulfonamide, trimethoprim va
chloramphenicol. Do dé, céc sinh vét khang céc loai thudc ndy c6 thé nhay cam véi ciprofloxacin.

Piém gay:

Khéng c¢6 diém gy thudc nho tai chinh thiic cho ciprofloxacin va mic di cdc diém gay dung toan
than da duoc sir dung, sur lién quan ciia chiing véi liéu phép nho tai tai chd con khéng chéic chén.
Céc diém giy MIC 1am sang cia EUCAST duge sir dung cho khéng sinh nay 13 nhu sau:
Staphylococcus species S :<1mg/l, R> Img/l

Pseudomonas aeruginosa S :<0.5mg/l, R> Img/l

Phd hoat tinh khang khuén:

Su pho bién ciia @& khang thu dugc c6 the thay dbi theo ving dia ly va theo thoi gian d6i véi mot
loai nhét dinh va théng tin dia phuong vé sy dé khang 1a rit cAn thiét dic biét khi diéu tri nhiém
khuén ning. Néu cin thiét hay héi y kién chuyén gia khi nghi ngd tic dung cua khéng sinh d6 trén
it nhit mot sb loai nhiém khuén tai dia phuong.

Céc lodi nhay cam chung

Vi khuén hiéu khi gram duong:

Staphylococcus aureus (methicillin-susceptible; MSSA)
Vi khudn hiéu khi gram am:

Pseudomonas aeruginosa

Vi khuén khéc:

Khong co
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Céc loai ma dé khéng thu dugc c6 thé gay ra van dé:
Vi khuan hiéu khi gram dwong:

Staphylococcus aureus

Vi khuén hiéu khi gram am:

Khéng co

Vi khuén khac:

Khoéng cé

Céc loai khang thudc tir nhién
Vi khuén hiéu khi gram duong:
Khéng co

Vi khudn hiéu khi gram am:
Khéng cé

Vi khuin khéc:

Khéng cé

DUQC PONG HOC

Cac dic tinh dugc dong hoc toan thin cua mproﬂoxacm dd dugc nghién ciru k¥ ludng.
Ciprofloxacin phén bé rong rai dén cac md cua co thé, vGi mire 4 & m6 thudng 16n hon mirc trong
huyet tuong. Thé tich phan b bidu kién & trang thai n dinh 1a 1,7-2,7 I/kg. Lién két v6i protein
huyet thanh 1a 16-43%. Thoi gian ban thai cua ciprofloxacin trong huyét thanh 1a 3-5 gio. Sau khi
cho uong liéu don tir 250 mg dén 750 mg & ngudi trudng thanh cé chirc ning thén binh thudng, 15-
50% lidu ding duoc bai tiét trong nude tiéu dudi dang khong chuycn héa va 10-15% dudi dang
chuyén hoa trong vong 24 gid. Ca ciprofloxacin va 4 chét chuyén héa co ban ciia né déu bai tiét
trong nude tiéu va trong phan. D¢ thanh thai thén cua ciprofloxacin thudng 1a 300-479 ml/phut
Khoang 20-40% lidu duoc bai tiét trong phan dudi dang khong ddi va chit chuyén héa trong vong
5 ngay.

A\

DU LIEU AN TOAN TIEN LAM SANG

Dit liéu tién 1am sang cho thdy khong c6 mbi nguy hiém dic biét nio cho nguorl dua trén cac
nghién ciru vé duoc ly an toan, doc tinh liéu 1dp lai, doc tinh gen va kha néng gay ung thu. Poc tinh
phét trién phi lam sang chi dugc quan sat thdy & cac mitc phoi nhidm dugc coi 13 vurot qué mic
phoi nhiém t6i da & nguai, cho thdy it lién quan dén sir dung 1am sang.

QUY CACH PONG GOI
Hop 1 1o x 10 ml

PIEU KIEN BAO QUAN

B4o quan & nhiét d khéng qua 30°C
HAN DUNG

36 thang ké tir ngay san xuét.

Han ding sau khi mé nép: 28 ngay.

TIEU CHUAN CHAT LUQNG
Tiéu chuén co s&

NHA SAN XUAT

COOPER S.A.
64 Aristovoulou str., Athens, 11853, Hy Lap.



