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Manufactured by: Rx
Labomtorlos SALVAT S.A,
¢/ Gall 30-36, 08950 cetr axa’
Esplugues de Liobregat,
Barcelona, Spain .
2mg/mL Ear Drops Solution
Controlled medicine c"'pmﬂoxacin
Store below 30°C. Store
In the original packaging
In order to protect from
light,
15 Single-Use Ampoules
Preservative-Free
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Marketing Authorlration
Holder:
Myphars Pharma Pta Lid e raxa
138 loo Seng Road,
#03-00, Singapore 368361 3
2mg/mL Ear Drops Solution
Myphem Pharma Sdn Bhd ]
LRIt 1602. BIKA. Ciprofloxacin
Damansara Intan,
MNa. 1,Jalan 55 20427,
47400, Petaling Jaya, Compasition:
Selangos, Malaysla Each mL of Cetraxal Ear Drops Soluhon contains;
2 mg of ciproflaxacin (as hydrochloride)
SIN X000 Each single-use ampoule contains 0.5mg of ciprofiaxacin {as
AL 000K hydrochioride)
VN OO0-XX Read carefully the package insert before use. See |eaflet for
Indications, contraindicabons, usage and other informabon.
Keepout of the reach and sight of children.
Jauh| daripada kan ak-kanak.
34 mm 1 Omm
Lot Iifg date Expdate
XXX dd/mm fyyyy dd/mmfyyyy
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Controfied medicine A
Store below 30°C.

Store in the original packaging in order to protect from light.

Erep out of the reach and sight of children. Lawhi daripada kanak-kanaic
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Hyphens Pharma Pz Lid Laboratorics SALVAT S A.
138 Joo Seng Rocd, #03-00, f Gadl 30-36, (8950
Sangapore 368361 Esphugues de Licbregat,
Hyphaen: Pharma Sdn R Barcelona, Spain

Undt 1602, Bik A, Damansara intan,

Ma. 1, lalan S520/27, 47400,

Prialng ya, Selngo, Malaysia
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Cetraxal

2mg/mL Ear Drops Solution
Ciprofioxacin
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pYE LTD:
HYPHENS PHARTER o pLooR

138 JOO 368361
TEL: (85)
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15 Single-Use Ampoules
Preservative-Free
Auricular Use

Composition: A
Each mL of Cetraxal Ear Drops Solution contains:
2 mg of ciprofloxacin (as hydrochloride)

Each single-use ampoule contains 0.5mg of
ciprofloxacin (as hydrochloride)
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Lot No: SIN JO00X
Mfg date: MAL X000
Exp date: VN XO006-XX
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Cetraxal : i .ono
Ciprofloxacin 2mg/mL mwm > 00MKXX
3 .m g m 9mm
0.25my @8 Hypnens 5523
29.5mm




RXCETRAXAL

Vietnamese Sub-label

CETRAXAL SPK: VN-XXXX-XX
Dung dich nhd tai

Thube ban theo don

M&i hdp mot goi chita 15 éng thube 0.25 ml dung dich nho tai, m3i dng chira 05 mg
ciprofloxacin {dudi dang mudi hydrochlorid)

Bao quan dudi 30°C. Bao quan trong bao bi ban déu dé tranh 4nh ﬁ\

Chi dinh, cach dung, chéng chi dinh va cc thong tin khac: Xin xem & 8D kém theo
S48 16 SX, NSX, HD: xin xem Lot., Mfg date, Exp date trén bao bi.

SX boi: LABORATORIOS SALVAT, S.A.,

Gall, 30-36, 08950 Esplugues de Llobregat (BARCELONA), Tay Ban Nha

Dé xa tam tay tré em. Doc ki hwwong din sir dung trede khi ditng,
DNNK HYPHENS PHARMA PTE/

SINGAPORE

LTD.
£l OOR

E 368381
TEL: (B5) 63388554 FAX: {65) 63306825



Huong dén sir dung
®*CETRAXAL
Thudc nay chi ding theo don ciia bdc st
Doc kj Huweong dan sic dung trucée khi ding
Néu can thém thong tin, hoi xin y kién bac sy hodc duwge sp cua ban

THANH PHAN

Hoat chat: M&i ml dung dich c6 chira 2 mg ciprofloxacin duéi dang mudi hydrochlorid.

Mbi éng liu don ¢6 0,25 ml dung dich, chira 0,5 mg ciprofloxacin (duéi dang mubi
hydrochlorid).

Td dwgc: Povidon (E1201), Glycerin (E422), nudc cét, natri hydroxid (E524) va acid lactic
(E270).

DANG BAO CHE
Dung dich nhé tai,
Dung dich khéng chét bao quan, trong sudt, v khuén.

QUY CACH PONG GOI
M&di hop mot géi chira 15 dng thude, mdi dng chira 0,25 ml dung dich nhé tai.

Dung dich thude 0,2 % dugc chira trong dng polyethylen phén tir luqng’t}\%(oy)ﬁé). M&i ng
chira 0,25 ml dung dich nhé giot. Cac 6ng dugc chira trong géi phi nhom dé Bid vé.

CHI PINH

Dung dich nhé tai Cetraxal 2mg/ml dugc chi dinh dé diéu tri viém tai ngoai c4p tinh gay ra bai vi
khuan nhay cam véi ciprofloxacin (Xem thém muc Thén trong va Dwgc lwe hoc)

Cén xem xét cac huéng dan chinh thirc vé viéc sir dung khang sinh hop ly.

LIEU LUQNG VA CACH DUNG

Nguoi truéng thanh va tré em tic mjt tudi tré Ién

Nho dung dich thubc trong mot dng vao tai bi viém hai 14n mot ngay trong vong 7 ngay

Tré em dudi 1 tubi

Tinh an toan va hiéu qua cua Cetraxal véi tré em dudi 1 tudi chua duge chirmg minh. Chua cé dir
liéu sin c6. Xem thém muc Thén trong.

Huwéng din sik dung diing cdch

Giir lo thudc trong tay vai phit trude khi dung dé 1am 4m dung dich thudc, tranh cam giac chéng
mat c6 thé xay ra khi nhé mot dung dich lanh vao éng tai.

Bénh nhan nén ndm dé bén tai bi viém hudng 1én trén va nho thude vao tai, thuc hién vai lan.
Giir nguyén tu thé nhu vdy trong vong 5 phut dé tao diéu kién cho thudc thdm vao trong tai. Lap
lai d6i véi tai kia néu can.

HYPHENS PHARMA PTE. LTD.
138 JOO SENG ROAD, 3RD FLOOR
SINGAPORE 368361
TEL: (65) 63388551 FAX: (65) 63388625



¢ Bénh nhén nén loai bo émg thude liéu don sau khi dung, khéng nén dung lai.

e Trong truong hop sir dung dung cu dé dan thude vao tai, liéu dau tién nén duoc dung gip doi (2
bng thay vi 1 dng)
Doi v6i bénh nhin suy gan/than
Khéng can thiét phai hiéu chinh lidu dbi véi cac nhom bénh nhén nay do khéng phat hién ndng
d6 thudc trong huyét trong.

CHONG CHI PINH
Mén cam véi hoat chat ciprofloxacin hodc bat ki khang sinh nao thuée nhom quinolone hoac
man cam v&i bat ki thanh phdn nao cua thude.

g 138 Joo 4 !
THAN TRONG TEL gy SHEAPORE 5200 FLGOR
Thudc nay dung dé nho tai, khong ding dé nho mét, xéng hit hay tiém. +(09) 63088551 Fax: (65) 6338855

Mic du tién trién cta bénh khi ding thudc cho tré em dudi 1 tudi twong tu nhu khi dung cho tré
I6n hon, tinh an toan va hiéu qua cia thude véi tré em dudi 1 tudi van chua duge chig minh.

Nén dimg thudc ngay néu thdy xuit hién ban da hoic bat ki d4u hiéu qua man nao. Nhiing phan
{mg qué mén nghiém trong va doi khi lién quan dén tinh mang, mét sb xay ra ngay sau liéu dau
tién, da dugc bdo cdo & cac bénh nhan dung quinolone dudng toan than. Céc phan img qua man
c4p tinh nghiém trong c6 thé cin duoc diéu tri cp ciru ngay I4p tirc.

Ciing nhu cédc khéng sinh khac, sir dung thudc khéng sinh nay c6 thé ddn &8 su phat trién quéa
mirc cua cac vi sinh vét khéng nhay cam, bao gdm cac ching vi khuén, nél‘@T?n va nam. Can
tién hanh diéu trj thich hop néu xay ra boi nhiém.

Sau mgt tudn diéu tri, néu mdt s6 dau hiéu va triéu ching van con, can kham dé danh gia lai
bénh va viéc diéu tri.

Mot sb bénh nhén ding quinolone dudng toan than cé bidu hién nhay cam vé6i anh ning mit troi
tir trung binh dén ning. Do dudng ding tai chd nén thudc nay khéng gy phan g di Gng anh
sang.

Phu nit c6 thai va cho con bi

Phu nir co thai

Khong c6 dir liéu vé viée ding dung dich nho tai ciprofloxacin 0,2% & phu nir ¢6 thai. C6 mét

s6 lugng trung binh cac dir liéu vé viée dung ciprofloxacin dudng ubng & phu nir c6 thai. Khéng
¢6 doc tinh sinh san nao xay ra khi dung duong nho tai. Tuy nhién sau khi dung dudng toan than,



céc nghién ciru trén dong vat ciing khong chi ra cac anh huong cé hai truc tiép hodc gian tiép vé
mat doc tinh sinh san.

Do hép thu toan than cia ciprofloxacin sau khi dung duong nho tai la khong dang ké, vi vay
khdng c6 anh huéng nao duge du dodn dbi véi phu nir ¢é thai. Cetraxal c6 thé dung cho phu nit

¢6 thai. HYPHENS PHARMA PTE. LTD.
138 JOO SENG ROAD, 3RD FLOOR
. ) SINGAPORE 368361
Phu nir cho con bu TEL: (85) 63388551 FAX: (65) 63388825

Ciprofloxacin dugc bai tiét vao sita me sau khi ding dudong toan than. Hién chua rd
ciprofloxacin ¢6 bai tiét vao sira me sau khi ding duong nho tai hay khong. Do sur phoi nhidm
toan than & phy nir cho con b ddi véi ciprofloxacin 1a khong dang k& nén khong ¢ anh huong
ndo Ién tré so sinh bii me. Cetraxal c6 thé dung cho phu nir cho con bu.

Anh hwéng 1én kha niing ldi xe va vin hanh may méc.
Thude c6 thé gay hoa mit, dau dau. Mic du diéu nay khong phd bién, can than trong néu l4i xe
hay van hanh mdy mdc trong khi diing thudc.

TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC
Céc nghién ciru twong tac thube cu thé chua duoc tién hanh véi dung dich nho tai Cetraxal
2mg/ml.

Do ndng do thudc trong huyét twong thip sau khi ding dudng nhé tai, |dipréfloxacin thuong
khong tuong tac toan than véi cac thude khac

Khuyén céo khong nén ding ddng thai véi céc thude nho tai khac
TAC DUNG KHONG MONG MUON

Trong mot thir nghiém 1am sang phase III, 319 bénh nhan duogc diéu tri v6i dung dich nhé tai
Cetraxal 2mg/ml.

Céc tac dung khong mong mubn dugc bao cdo phd bién nhét 13: ngua tai xay ra & 0,9% bénh
nhan diéu tri véi ciprofloxacin, dau dau va dau tai noi ding thuéc déu xay ra & khoang 0,6%
bénh nhéan.

Céc tac dung khéng mong muédn lién quan dén diéu trj 12 khong phéd bién (>1/1000 va <1/100) va
duoc liét ké nhu sau:

Cdc réi loan tai va tai trong:
Khéng pho bién: ngtra tai, U tai



Cdc réi loan hé than kinh
Khéng phé bién: Hoa mét, dau dau

Cdc roi loan da va duéi da
Khéng pho bién: Viém da
HYPHENS PHARMA PTE. LTD.
138 JOO SENG ROAD. 3RD FLOOR
Cac roi logn chung va tinh trang noi dung thuoc TEt(GS)i!iNaswm Fixaﬁgm

Khéng phd bién: Pau tai noi dung thudc

Déi véi cac fluoroquinolone dung tai chd (néi chung), ban da, bong biéu bi do nhidm doc, bong
da, hdi chirng Stevens-Johnson va may day rat hiém khi xay ra.

Théng bdo cho bdc si cdc tdc dung khéng mong muén gdp phdi khi diing thuéc.
CAC PAC TINH DUOC LY

Cac dac tinh dwgc hre hoc

Nhém duge ly diéu tri: SO02AA 1S5 Gidc quan. Khoa tai. Chéng nhiém khuén.
Co ché tic dung )

La mot khang sinh fluoroquinolone, tic dung diét khuan cua ciprofloxacin I

ché ca 2 enzyme topoisomerase loai IT (DNA gyrase) va topoisomerase IV cin
sao chép, phién ma, sira chita va téi t6 hop DNA caa vi khuan.

A cua su uc
cho qua trinh

Moi lién quan dwoc dong hoc/dgc luc hoc
Khong cé mbi lién quan duogc luc hoc nao duge mo ta vé viéc dung thude tai chd. Voi dang
thudc dung tai chd, ndng do dat dugce tai chd cao hon rat nhiéu so véi nong do trong huyét twong.

Co ché d@é khang

Dé khang in-vitro véi ciprofloxacin ¢6 thé thu dugc thong qua mdt qua trinh bac thang st dung
dot bién vi tri muc tiéu & ca DNA gyrase va topoisomerase [V. Mirc d¢ dé khang chéo thu dugc
giita ciprofloxacin va céc fluoroquinolone 13 bién thién. Dot bién don gen c6 thé khong dan dén
dé khang 1am sang nhung da d6t bién thuong din dén dé khang 14m sang dbi vdi nhidu hodc tat
ca cac hoat chét thudc nhém nay.

Co ché dé khang khong tham qua hodc bom thudc ra ¢6 thé ¢ tac dung khac nhau trén su nhay
cam dbi vai cac fluoroquinolone, didu nay phu thudc vao cac thudc tinh sinh hoa hoc cua céac
hoat chat khac nhau trong nhom va ai luc cua hé thng véan chuyén dbi véi mdi hoat chét. Tét ca
céc co ché dé khang in-vitro dugc quan sat thdy phd bién trong cac phan Iap 1am sang. Cac co



ché dé khang lam mat hoat tinh cba cédc khang sinh khac nhu ngén can thim qua (phd bién & vi
khuan Pseudomonas aeruginosa) va co ché bom thude ra ¢6 thé anh hudng dén sy nhay cam vai
ciprofloxacin.

Khang thude gidn tiép théng qua cic cu triic mang gen ngoai nhiém sic thé ciia vi khuén duoc
& hda bai gen gnr dd duge bao cao.

m# hda bdi gen g oc bao céo HYPHENS PHARMA PTE. LTD.

138 JOO SENG ROAD, 3RD FLOOR

; ] ] P SINGAPORE 368361

Pho hoat tinh khdang khudn TEL: (65) 63388551 FAX: (65) 63388825

Diém nhay cdm gi6i han phén biét clia cdc ching vi khudn nhay cam véi céc chang nhay cam

trung binh va sau d6 la cac chung dé khéng.

Khuyén cdo cia EUCAST (Uy ban chau 4u dénh gia su nhay cam véi khang sinh)

Vi sinh vt Nhay cam Khang thude
Pseudomonas S<05mg'L R>1mglL
Cdc loai Staphyvlococcus S<1mgl R>1mg/L

Su phd bién cua dé khang thu duge c6 thé thay ddi theo ving dia 1y va theo thdi gian d6i voi mét
loai nhat dinh va théng tin dia phwong vé su dé khang 14 rit can thiét, dac biét khi didu tri nhimg
nhiém khuin ngng. Néu can thiét hay hoi v kién chuyén gia khi nghi ngd téc dung cda khang
sinh d6 trén it nhit mot sb loai nhiém khudan tai dia phuong. P

Dua trén dit lidu hién tai, bang sau diy trinh bay sur nhay cam cua ciproﬂoxmﬂvdi céc vi khuén
gAy bénh hang diu trong nhitng chi dinh d& duge phé duyét.

CAC LOAI MA PE KHANG THU PUQC CO THE GAY RA VAN DE

Vi khudin hiéu khi Gram (+)
Staphylococcus aureus

Vi khuan hiéu khi Gram (-)
Pseudomonas aeruginosa

Chii ¥: V6i cac dang bao ché diing tai chd, ndng d dat duoc tai noi ding thude cao hon rit nhidu
so voi ndng do trong huyét tirong. Van con mét sé nghi ngor lidn quan dén déng hoc ctia ndng 4
thude tai chd, cac diéu kién héa hoc va vat 1y tai noi dung thudc co thé thay doi tac dung caa
khang sinh va d6 6n dinh ciia san phim diing tai chd.

Cac dic tinh dirge ddng hoc

Néng d6 trong huyét tueng ca ciprofloxacin khéng danh gia duoe sau khi dung 0,25 ml
Cetraxal 0,2% (tong liéu 1a 0,5 mg ciprofloxacin). Nong dé trong huyét trong duoc cho ring

| .,



khong phat hién duoc hodc rat thdp du khéng ¢ luong ciprofloxacin dang ké nao di vao tudn
hoan khi dung ¢ diéu kién binh thuong. Ké ca khi toan bd lugng ciprofloxacin dugc hé‘ip thu sau
khi dung & hai tai (tong lidu 1a 1mg) ciing khong chéc chin s& phat hién ra dugc ndng do thube
trong huyét tuong & ngudi, néu coi thé tich phan bd cta ciprofloxacin 1a 180L (théng tin cua
EUCAST) va ndng do phat hién 1a Sng/ml

QUA LIEU
Nguy co tiém tang khi ding qua liéu véi dang bao ché don lidu 1a rt it do tong lidu trén mot goi
chi la 7,5 mg

Tuong ky HYPHENS wmﬂfﬁ‘&'ﬁ
Khéng co 138 JOO SENG ROAD. 22
SINGAPORE 368 25

TEL: (95) 63388551 FAX: (65) 633885

HAN DUNG

24 thang ké tir ngay san xuét

Thudc trong dng don liéu duge dung ngay sau khi mé dng. Bo phan & lavirong ng néu khong

ding hét.

Han diing sau khi m& géi chira cac dng thube: 8 ngay.

PIEU KIEN BAO QUAN
Bao quan dudi 30°C. Bao quéan trong bao bi ban dau dé trdnh 4nh sang.

A A > >
Dé xa tam tay cua tré em

NHA SAN XUAT
Laboratorios SALVAT, S.A.
C/Gall, 30-36

08950 Esplugues de Llobregat
Barcelona, Ty Ban Nha

NGAY DUYET LAI HUONG DAN SU DUNG
Théang 1 ndm 2011

PHOLUC TRUANG

Apain Vit Hing
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