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Rx: Thudc nay chi dung theo don thuéc

CIFLURON

Ciprofloxacin 3 mg/ml
DéE xa tam tay tré em
DPoc ky hudng dan st dung truéc khi diing

Thanh phan

Méi 1 ml dung dich chira

Thanh phdn hoat chdt: Ciprofloxacin (dudi dang Ciprofloxacin hydroclorid) 3 mg
Thanh phdn td dugc: Dinatri edetat, natri acetat, glacial acetic acid, manitol, nudc tinh
khiét vira da.

Dang bao ché: Dung dich nhé mat, nho tai

Mé ta: Dung dich trong suét dung trong 8ng nhua

pH:3,5-55

Chi dinh

Diéu tri loét gidc mac, nhiém khuin bé mit mat va viém tai gira cap tinh gay ra bai
céc chiing vi khuén nhay cam véi ciprofloxacin trén cac d6i tugng: tré méi sinh (0-27
ngay tudi), tré sa sinh va tré nhé (28 ngay tudi - 23 thang tudi), tré em (2-11 tudi), tré
vi thanh nién (12-16 tudi) va ngudi I6n.

Liéu duing va cach dung

Dung dudng nhé mét

Diéu tri loét gidc mac

Nén tuan tht khodng cach giita cac lan dung thudc, ké ca vao budi téi

Ngay thir 1: Nhé 2 giot vao mat bi loét méi 15 phut trong 6 gid dau va 2 giot vao mat
bi loét méi 30 phat trong 18 gid con lai.

Ngay thir 2: Nho 2 giot vao mat bj loét, 1 1an/gid.

TUr ngay thir 3 - ngay thi 14: Nho 2 giot vao mét bi loét, 4 gio/lan.

Néu bénh nhan can diéu tri dai hon 14 ngay, can hoi y kién bac si.

Nhiém khudn bé mdt mdt

Liéu théng thudng: Nho 2 giot vao mat bj nhiém 4 1an/ngay. Trong trudng hgp nhiém
khuan néng, liéu dung trong 2 ngay dau tién cé thé Ia 2 giot, 4 git/lan trong suét thai
gian bénh nhan thuc.

Thai gian diéu tri téi da la 21 ngay.

Liéu dung d6i véi tré em dui 1 tudi tuong tu nhu ctia ngudi I6n.

Sirdung trén bénh nhén suy gan va suy thdn

Chua c6 nghién ciu vé viéc st dung dung dich nhd mat ciprofloxacin trén bénh nhan
suy gan va suy than.

Dung dudng nho tai

Diéu tri viém tai giira cap tinh

Ngudi 16n: Nho 4 giot vao 6ng tai, 2 1an/ngay.

V6i cac bénh nhan can phai chén béng tai trong tai, liéu khai dau cé thé gap doi (6 giot
V@i tré em, 8 giot vGi ngudi In).

Thai gian diéu tri phu thudc vao miic dd nghiém trong ctia bénh va tinh trang lam
sang cta bénh nhan. Can tham khao y kién bac si néu diéu trj qua 6 ngay.

Ngudi cao tudi: Khéng can hiéu chinh liéu.

Tré em: Nho 3 giot vao éng tai, 2 Ian/ngay.

Sirdung trén bénh nhén suy gan va suy thdn

Chua c6 nghién ctu vé viéc st dung dung dich nhd tai ciprofloxacin trén bénh nhan
suy gan va suy than

Huéng dan st dung va mé lo thuéc nhé mét, nhé tai CIFLURON

- D& dam bao chat lugng cho sdn pham khong dung dao kéo cit dau lo/8ng.

- Khi xody nép, phan kim sé& dam vao than lo/éng, tao 16 nhd dé nhé giot. Thao tac
thuc hién nhu sau:

Kiém tra tinh nguyén ven ctia 6ng trudc khi mg

DE 6ng théng diing, xody ndp theo chiéu kim déng hé tu tur that chat,
gio&ng nhua & c6 ndp bung ra sé déng thai lam phan kim nhon & phia trén
trong nép di xuéng lam thang tao mot 16 trén éng.

Gilr 6ng gan nhung khong cham vi tri can nho mét/nhé tai va bop nhe,
nho tiing giot.

Chd y: Néu st dung nhiéu hon mét thuéc nhd mat, nén dung cac thudc cach nhau it
nhat 5 phut.

Chéng chi dinh

- Qua man vdi ciprofloxacin hoac bat cur ta dugc nao clia thude.

- Qua man véi cac khang sinh nhém quinolon.

Canh bao va than trong khi dung thuéc

Chi st dung dé nhé mat, nhé tai

Kinh nghiém st dung san phdm nay trén tré em dudi 1 tudi, dac biét trén tré so sinh
con kha han ché. Viéc st dung san pham trong diéu tri nhiém khuan mat & tré sa sinh
do lau cau (gonococcal) hodc chlamydia khéng dugc khuyén céo. Tré so sinh bi nhiém
khudn mét can dugc diéu trj tuy theo tinh trang cia bénh nhan. Trong diéu tri viem
tai gira cap tinh, di liéu vé kinh nghiém st dung cting kha han ché, do vay nén tham
khéo y kién bac si khi st dung san phadm nay. Can giam sat chat ché khi st dung thuéc
qua dudng nho tai d€ ddm bao dung thudc ding gid.

Khi st dung thuéc nhé mat Cifluron can can nhac dén nguy co thudce di xuéng dudng
mai-hau-hong vi c6 thé xuat hién va lan truyén nguy co khang thuéc.

Cac phan ting qua man (phan vé) nghiém trong va déi khi gy tlr vong, & nhiing liéu
dau tién da xudt hién & nhiing bénh nhan dugc diéu tri bang khang sinh quinolon
dudng toan than. Mot s6 phan ng kém theo nhu truy tim mach, mat nhan thic, dau
nhéi day than kinh, phtt hong hodc phti mat, khé thé, n6i mé day va ngua. Chi cé mot
s6 it bénh nhan cé tién st di qua man (xem muc Tac dung khéng mong mudn).

Cac phan tng qua man nghiém trong cap tinh vdi ciprofloxacin can cap ctiu ngay lap
tdic bang kiém soat oxy va théng khi trong theo déi lam sang.

Nging dung thudc néu cé biéu hién dau tién ctia phat ban trén da hoac bat ci dau
hiéu nao clia phan tng qua man.

Cang nhu tt c& cac khang sinh khac, viéc st dung kéo dai cé thé dan téi su phat
trién qua muc cta cac chiing vi khudn hodc ndm khéng nhay cadm. Néu xudt hién boi
nhiém, can c6 bién phép diéu tri thich hgp.

Viém gan va dut gan c6 thé xay ra khi sir dung fluoroquinolon dudng toan than, bao
gém ciprofloxacin, dac biét trén cac bénh nhan cao tudi va hién dang dugc diéu tri
bang corticosteroid. Do d6, nén ngiing st dung thudc néu c6 dau hiéu dau tién cda

viém gan (xem muc Tac dung khdng mong mudn).

& cac bénh nhan loét gidc mac va thudng xuyén st dung thudc nhd mét Cifluron,
hién tugng két tta trdng trén mat da quan sat dugc sau khinhé thudc. Su két tda nay
khéng anh hudng dén viéc ti€p tuc st dung san pham va ciing khéng dnh hudng xau
dén qua trinh héi phuc clia bénh nhan. Thoi gian khai phat xuat hién két tua nay la
trong vong 24 gi& dén 7 ngay ké tirkhi bit dau diéu tri. Mic do két tda thay déi tir luc
xuat hién dén 13 ngay sau khi bat dau diéu tri.

Khéng deo kinh ap trong trong thai gian diéu tri nhiém khudn mat.

Tranh dé mat ti€p xtc véi kinh &p trong mém. Trong trudng hgp bénh nhan dugc cho
phép deo kinh &p trong, bénh nhan can dugc hudng dan thao kinh ap trong trudc
khi nhé thudc va dgi it nhat 15 phut réi mai deo lai kinh.

St dung thuéc cho phu nir ¢é thai va cho con bu

Phu nir ¢6 thai

Chua c6 day du dit liéu vé viéc sir dung thudc trén phu nir ¢é thai. Cac nghién cidu
trén dong vat khéng cho thdy doc tinh trén sinh san. Kha nang phoi nhiém toan than
ciprofloxacin khi dung tai ché la thap.

Nén trdnh dung san phdm trong thai gian mang thai, trir khi Igi ich diéu trj vuot troi
so vdi nguy co.

Phu nircho con bu

Ciprofloxacin dung dudng uéng dugc bai tiét qua stta me. Tuy nhién, chua biét vé
kha nang bai tiét qua sita me cla ciprofloxacin khi dung dudng tai ché qua mat.
Khéng thé loai trir nguy cd trén tré bu sita me. Do d6, nén than trong khi st dung san
pham trén phu nit cho con bu.

Anh huéng dén kha niang lai xe va van hanh may méc

Dang dudng nhé mdt

San pham khong anh hudng/anh huéng khéng dang ké dén kha nang lai xe va van
hanh may moéc.

Tinh trang nhin m& hodc réi loan thj luc tam thai cé thé anh huéng dén kha nang lai
xe va van hanh may maéc. Néu xuat hién nhin md thoang qua khi nhé thuéc, bénh
nhan nén dai téi khi nhin ré tra lai trudc khi lai xe va van hanh may méc.

Duing dudng nhé tai

San phdm khéng anh hudng dén kha ning lai xe va van hanh may moc.

Tuong tac, tuong ky ctia thuéc

Chua c6 cac nghién ctu tuong tac thudc dugc tién hanh vdi ciprofloxacin diing
dudng nhd mat. Véi ndéng dé thap clia ciprofloxacin hap thu toan than khi diing theo
dudng nhd mat va nhd tai, kha nang xuat hién tuong tac thudc la thap.

Néu sir dung nhiéu hon mét thudc nhd mét, nén dung cac thudc cach nhau it nhat 5
phut. Néu c6 thuéc m& nhd mat, nén dung thuéc mé cuéi cuing.

Tac dung khéng mong muén

Trong céac thir nghiém lam sang st dung thudc nhd mat chira ciprofloxacin, cac phan
ing c6 hai dugc bao céo nhiéu nhat 1a kho chiu & mat, réi loan vi giac, tich tu thuéc
trén giac mac vai ty 1& 1an lugt 1a 6%, 3% va 3%.

Trong thi nghiém lam sang trén 300 bénh nhan st dung thudc nhé tai chia
ciprofloxacin, 2 lan/ngay vao tai bi nhiém, khéng c6 phan ting cé hai nghiém trong
trén tai hodc toan than nao dugc bao cdo. Tac dung phu phé bién nhét lién quan téi
diéu tri dugc bao cdo la ngura tai (1,3%).

Céc tac dung khéng mong mudn dugc phan loai dya vao tan sudt, bao gém: rdt
thudng gdp (ADR = 1/10); thudng gdp (1/100 < ADR < 1/10); it gdp (1/1000 < ADR
< 1/100); hiém gdip (1/10000 < ADR < 1/1000); rdt hiém gdp (ADR < 1/10000), hodic
khéng ré (khong thé udc tinh dugc tir dit liéu hién cd).

V&i mbi tan suat, cac tdc dung khéng mong muén dugc trinh bay theo muc do
nghiém trong gidm dan.

Cdc tdc dung khéng mong muén sau ddy da dugc bdo cdo khi diing duong nhé mat

Hé co quan Tan suat

Réi loan hé mién dich Hiém gdp: Qua man

Réi loan hé than kinh It gdip: Pau dau

Hiém gap: Chong mat

R&i loan mat Thuong gdp: Tich tu thudc trén giac
mac, khé chiu & mat, sung huyét mat

It gdip: Bénh giac mac, viém gidc mac
dém, viém gidc mac, sg anh sang, gidm
dd nét ctia hinh anh nhin thdy, phu mi
mat, nhin m&, dau mat, khé mat, sung
mat, nglila mat, tang tiét nudc mat,
tang tiét ri mat, viem mi mét, tdy da
chét & mi mat, phu két mac, néi ban dé
& mi mat

Hiém gdp: Nhiém khudn mét, viém giac
mac, viém két mac, khiém khuyét biéu
mé gidc mac, nhin doéi, gidam cam giac
clia mat, mdi mat, kich ¢ing mat, viém
mat, moc leo mat

R&i loan trong tai va mé dao Hiém gdp: Pau tai

R&i loan hé hap Hiém gdp: Tang tiét dich xoang canh

mi, viem mai

M6t sé tdc dung phu khdc duoc ghi nhdn sau khi thuéc duoc tiép thj ra thi truéng.

Hé co quan Tac dung phu

Réi loan trong tai va mé dao U tai

Mé ta mét sé tdc dung khéng mong muén

Khi st dung cac fluoroquinolon dudng tai chd, cac phan (ing nhu phat ban toan
than, hoai tr thugng bi nhiém ddc, dd da toan than, héi chiing Steven-Johnson va
néi mé day rat hiém khi xay ra. Khi st dung dudng nhd tai, cac thanh phan trong
thuéc hiém khi gay kich (ng. Tuy nhién, c6 thé xay ra phan tng di ing khi dung
thudc trén da.

Céc phan ting qua man (phan vé) nghiém trong va déi khi gay tr vong, & nhiing liéu
dau tién da xudt hién & nhimng bénh nhan dugc diéu tri bdng khang sinh quinolon
dudng toan than (xem muc Canh bao va than trong). Mét s6 phan ting kém theo
nhu truy tim mach, mat nhan thic, dau nhéi day than kinh, pht hong hodc phu mat,
khé thd, n6i mé day va nguia.

DUt vai, tay, got Achille, va cac gan can phai phau thuat hodc dé lai hau qua khuyét
tat kéo dai da dugc bédo cao trén cac bénh nhan st dung fluoroquinolon dusng toan
than. Cac nghién ctiu va kinh nghiém st dung sau khi thuéc dugc tiép thi ciing chi
ra nguy co dut cac bo phan nay tang lén khi dung fluoroquinolon dudng toan than
trén cac bénh nhan dang dung corticosteroid, dic biét trén bénh nhan cao tudiva &
céac gan chiu &p luc cao, bao gdm gan Achille. Tinh dén nay, hién chua c6 da dit liéu
dé chiing minh méi lién quan ré rang gilia san phdm chua ciprofloxacin dung tai
ché va cac phan ting trén ca xuong khdp va cdc mo lién két.

Mét s8 trudng hgp riéng & vé nhin mg, gidm dé nét ctia hinh anh nhin thay, két tta
thudc trén mat da quan sat dugc trén cac bénh nhan st dung ciprofloxacin dudng
nhoé mét.

Tang nhay cdm &nh sang tu trung binh dén nghiém trong da quan sat dugc trén
cac bénh nhan st dung fluoroquinolon dudng toan than. Tuy nhién, phan ting tang
nhay cdm anh sang khéng phé bién véi ciprofloxacin.

St dung thudc trén tré em

Tinh an toan va hiéu qua ca thuéc nhd mat ciprofloxacin 3 mg/ml da dugc nghién
ctu trén 230 tré em tir 0-12 tudi. Khéng cé phan (ing cé hai nghiém trong nao dugc
bao cdo trong nghién ctiu nay.

Tinh an toan va hiéu qua ctia thudc nho tai ciprofloxacin 3 mg/ml da dugc nghién
clu trén 193 tré em tir 1-12 tudi. Khéng cé phan (ing cé hai nghiém trong nao dugc
bao cdo trong nghién ctiu nay.

Théng bdo cho bdc si nhiing tdc dung khéng mong muén gdp phai
khi st dung thuéc

Qua liéu va cach xir tri

Néu dung qué liéu thuéc nhd mat, nhé tai Cifluron, cé thé rira sach mét, tai bang
nudc. Thudng khéng xudt hién doc tinh khi dung qua liéu thudc nhd mét, nho tai
hodc trong trudng hgp vé tinh nudt phai.

Pac tinh dugc luc hoc

Nhém dugc ly: Khang sinh nhém fluoroquinolon.

Ma ATC: SO3AA07

Cochétdcdung

Hoat tinh va tac dung Uc ché vi khuan cua ciprofloxacin la do kha ning tc ché hoat
d6ng ctia enzym DNA-gyrase, la enzym can thiét cho su téng hgp DNA clia vi khuan.
Do d6, cac théng tin quan trong tir nhiém sic thé ctia vi khuan khong thé sao chép
dugc, déng thdi pha v& qua trinh chuyén héa ctia vi khuén. Ciprofloxacin c6 kha
nang chéng lai nhiéu vi khuan Gram duong va Gram am trong diéu kién in vitro.

Co ché dé khdng

Dé khéang khang sinh fluoroquinolon, déc biét la ciprofloxacin, can cé su thay d6i
déng ké vé gen lién quan dén it nhat 1 trong 5 yéu t6 sau: a) enzym téng hgp DNA,
b) céc protein bao v&, ) tinh thdm cla té bao, d) bom téng thudc, hodc e) plasmid
trung gian aminoglycoside 6'-N-acetyltransferase, AAC (6')-Ib.

Céc khéng sinh fluoroquinolon, dac biét la ciprofloxacin cé su khac biét vé cau tric
hoéa hoc va ca ché tac dung so véi cac khang sinh aminoglycosid, B-lactam, macro-
lid, tetracyclin, sulfonamid, trimethoprim va chloramphenicol. Do d6, cac vi khuan
dé khang véi cac thudc nay van cé thé nhay cdm vdi ciprofloxacin.

Diém gdy nhay cam (Breakpoint):

Hién chua théng tin chinh thic vé diém gay nhay cdm cua ciprofloxacin dung
dudng tai chd. Theo thang EUCAST, diém géy tuong (ng véSi néng do Uc ché t6i
thiéu (MIC) cGia khang sinh dugc phan loai nhu sau:

Staphylococcus: S <1 mg/l,R= 1 mg/l

Streptococcus pneumoniae: S < 0,125 mg/l, R = 2 mg/|

Haemophilus influenzae: S < 0,5 mg/l, R = 0,5 mg/I

Moraxella catarrhalis: S < 0,5 mg/l, R = 0,5 mg/I

Pseudomonas aeruginosa: S < 0,5 mg/l, R= 1 mg/I|

S: nhay cdm (sensitive); R: dé khang (resistance)

Tinh nhay cém cia ciprofloxacin

Ty |é dé khang khac nhau gitta cac vung dia ly va tuy vao thai gian, dac biét trong
mot s6 bénh nhiém khuin nang.

Danh sach dudi day liét ké cac vi khuan gay ra nhiém khuan mat kem theo tinh nhay
cadm/dé khang.

RGi loan tiéu hoa Thudng gdp: Réi loan vi giac
It géip: Budén nén

Hiém gap: Tiéu chay, dau bung

R&i loan da va mo duéi da Hiém gap: Viém da

R&i loan co xuang va mo lién két Chua ré: Réi loan gan

Cdc tdc dung khéng mong muén sau ddy da dugc bdo cdo khi diing dudng nhé tai

Hé co quan Tan suat

Ré&i loan hé than kinh It gdip: Khéc, dau dau, chéng mat

R&i loan trong tai va mé dao It gdp: Pau tai, xung huyét tai, chdy

nudc tai, réi loan kha nang nghe

R&i loan da va mé dudi da It gdip: Viém da, bong ving da dung

tiép xuc vai thude

R&i loan toan than va tai vi tri dung | ftgdp: S6t
thuéc

Cac ching nhay cam

Vi khuan hiéu khi Gram duong
Corynebacterium accolens
Corynebacterium auris
Corynebacterium propinquum
Corynebacterium pseudodiphtheriticum
Corynebacterium striatum
Staphylococcus aureus (nhay cam véi methicillin - MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (nhay cam véi methicillin - MSSE)
Staphylococcus hominis
Staphylococcus saprophyticus
Staphylococcus warneri

Streptococcus pneumoniae
Streptococcus viridans

Vi khuan hiéu khi Gram am

Céc chling Acinetobacter
Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa

Serratia marcescens

Cac chiing ¢6 xuat hién dé khang, can xem xét

Vi khuan hiéu khi Gram duong

Staphylococcus aureus (dé khang véi methicillin - MRSA)
Staphylococcus epidermidis (dé khang vai methicillin - MRSE)
Staphylococcus fugdunensis

Vi khuan hiéu khi Gram am

Khéng cé

Cac vi khuan khac

Khéng cé

Cac ching dé khang

Vi khuan hiéu khi Gram duong
Corynebacterium jeikium

Vi khuan hiéu khi Gram am
Khoéng cé

Céc vi khuan khac

Khoéng cé

Danh sach duéi day liét ké cac vi khuan gay ra nhiém khudn tai kém theo tinh nhay
cadm/dé khang.

Céc chiing nhay cam
Vi khuan hiéu khi Gram am
Proteus vulgaris

Cac chung 6 xuat hién dé khang, can xem xét

Vi khuan hiéu khi Gram duong

Staphylococcus aureus (nhay cdm véi methicillin - MSSA)
Staphylococcus aureus (dé khang véi methicillin - MRSA)
Staphylococcus Jugdunensis

Vi khuan hiéu khi Gram am

Burkholderia cepacia

Escherichia coli

Pseudomonas aeruginosa

Cac chung dé khang

Vi khuan hiéu khi Gram duong
Enterococcus faecium

Vi khuan hiéu khi Gram am
Stenotrophomonas maltophilia

Dac tinh dugc dong hoc

Dung dudng nhé mat

Ciprofloxacin hap thu nhanh qua mét khi dung qua dudng nho mat va ty & hap thu
toan than la thap. Néng dé ciprofloxacin trong huyét tuong & ngudi khi nho 2 giot
ciprofloxacin 3 mg/ml méi 2 gi& trong 2 ngay va tiép dé la méi 4 gid trong 5 ngay dao
dong tir muc khong dinh lugng dugc (< 0,1 ng/ml) dén 4,7 ng/ml. Néng dé dinh trung
binh cla ciprofloxacin trong nghién ctiu nay it hon khoang 450 Ian so véi khi st dung
liéu don 250 mg ciprofloxacin dudng udng.

Chua c6 dir liéu vé dugc dong hoc trén tré em.

Diing duong nhé tai

& tré em bi chdy nudc tai dugc thuc hién bién phap rach mang nhi, két qua cho thay
khéng phat hién dugc nong do cua ciprofloxacin trong huyét tuong sau khi nho
ciprofloxacin vao tai. Sau khi nho thudc vao tai, ciprofloxacin sé di vao tai trong.

& tré b viem tai gilia, khéng phat hién dugc ciprofloxacin trong huyét tuong sau khi
nhé 3 giot ciprofloxacin 3 mg/ml, 3 lan/ngay trong 12 ngay (gi¢i han dinh lugng la
5 mg/ml).

& tré bj viém tai gitia c6 chdy mu va bi thing mang nhi st dung ciprofloxacin 3 mg/ml
(2 1an/ngay trong 7-10 ngay), khéng phat hién dugc ciprofloxacin trong huyét tuong. &
diéu kién st dung théng thudng, lugng hédp thu toan than cta ciprofloxacin khi dung
qua dudng nhd tai la khong déng ké.

Quy cach déng goi:

Ong 5 ml. Hop 1 6ng nhua.

Bao quan: Bdo quan trong bao bi kin, tranh anh sang, nhiét d6 dusi 30°C

Han dung:

30 thang ké tir ngay san xudt. Dung dich sau khi m& ndp dugc st dung trong 15 ngay
(& diéu kién khong qué 30°C, tranh nh sang)

Tiéu chuan chat lugng: Tiéu chuan co s&

Nha sén xuat

~_cpciHN
Cong ty C6 phan Dugc pham CPC1 Ha Néi
Cum cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thudng Tin,
thanh phé Ha Noi

T2-21-220726-T02789-NC00783

Kich thuéc 190 mm x 310 mm, in 2 mat
B4 sung théng tin cach dung, dudng dung




