
 Thute nay chi ding theo don thudc 

Ciprofloxacin 0,3% 
Ebi xa tdi tay tré em 
Bec ky hudng dan si dyng tnsde khi dung 
Théng bao ngay cho bite sf hodie duge sinhiOng tic dyng khong mong mudn 

gap phaikhi si dung thude 
THANH PHAN CONG THUC: 
Mei chai 5 mil chia: 

Thanh phan hogt cha: 
Ciprofloxacin hydrociorid 
Tuiding Ginig CiprOOKain ......crserrscranecseeees TMQ 

Thanh phdn td due: Benzalkonium clorid, Manitel, Dinatriedetat, Nude cal. 

DANG BAO CHE: 
Dang bao ché: Dung dich nhé mat 
Mé ta dang bao ché: Dung dich trong, khong mui 

CHI B)NH: 
Bidu tr lodt gid mac, nhidm khudn phéin ngoai cla mat va cae phan phy cia 
mit gay ra bedi cde ching vi khudin nhay cam. 

CACH DUNG -LIEU DUNG: 
Ngudildn, tré mdi sinh (0-27 ngay), tré so sinh va tré moi bidt di (28ingay dén 

23: thang), tr om (2-11 tudi) va thanh thidu nidn (12-16 tudi). 
Lodt pide mac: 
Banh nhan cdin tudn thd khodng cach ding thude nhu sau, ke .~ ban 

dém: ~ 

Nhé vio mat bj béinh 2 giot mdi 15 phat trong 6 gid dau, sau dé nhd 2 gigt mai 
90 phat rong sudt thai gian cén lai cla ngay thi nhat. 

Noay thi2: mdi gid nh 2 giot. 
Ti ngay thi’ 3 dén ngay thd 14: cd mdi 4 gid nhd 2 giot vao mat bj bénh. Ca 
thé tép tuc didu tr sau 14 ngdy néu chua cd hign tugng tal tao bidu mb hod 
gidic mac, tuy nhién bénh whan cain dén kham bac sf dé duge chi din vé ché 
dé lidu ding thich hep. 
Nhidem khudin phd ngoa/ eda mat: 

__Litu théng thuiting: Nhd 1 hodie 2 giot vao mal bi bénh, 4 ldn/ngay. Trang 
nhiing tréding h¢p nhidm khudn nang, nbd 1 hay 2 giot vaio mat bj binh moi 2 
gid hi thite day trong ving 2 ngay. 

Vidi bit ca chi dinh nao, thai gian ding kéo dai tdi dala 271 ngay. 

Tre em: 
Tré trén 1 tudi ding Héu hu ngudl Win. An todn vi higu qué ela thude dé 
duge xéc dinh & 230 tré em trong dé tudi tO dén 12 wdl. Khong co phan dng 
ed hai nghiém trong nado duge bao edie trong nhdm bénh nhén nay. 

Bénh nbn suy then va gan: 1 
Chua cé nghién cou nado vd si sung thute nay dude thc hin d nffang bénh 

nin od vain dé vé thin hode gan. " 

CHONG CHi BINH: 
Nguéi od dén sdf quad mn vdi ciprofloxacin hofc voi bat ky thanh phdin nao 
ca thud hodic cdc quinolon kha; bénhinhaén dang diéu tr vdi tizanidin. 
Khéng duge ding ciprofloxacin cho ngudi mang thal va thoi ky cho con ba, 

ir khi bode phaldidmng. 

CANH BAO VA THAN TRONG KHIDUNG THUOC: 
Kinh nghiém lam sang @ tré em dudi mt tudi, déc biét d tré sc sinh rat han 
ché. Khong khuyén cdo sii dung thude 4 tré so sinh bj vidrm két mac do 

“nhiden 1d edu hoBe chalamyola do chua duge danh gid WAN Thing banh 
nan may. 
Khi si dyng thude, ndin xem x41 dan nguy co thuée qua duding moi - hong cd 

thé gdp phdin vao sy xudt hin va lan truyén vikhuiin khang thude. 
Phan ding qué min nghém trong va di khi gfy ti vong (phan vé), mot 6d 
sau lidu thd nhdit, di due quan sat thily 6 nhiting bénh nhén ding quinoton 
dung todn than. Métsé phan dng di kém nh try tim mach, maty thic, dau 
day than kinh, pha: hong hodie pha mat, khd thd, ndimé day va ngda. Chicd 
mét vai trong sé ning bénh nhdin nay cé tin si phan ding qué man. Truting 
hop phan dng qua mn cap tinh nghidm trong vii ciprofloxacin od thé cén 

phadi diéu tri khin céip ngay lap tic. 
Nin nguing thude khi mdi xudt hién trigu chiding phat ban da hoGe cd bat ky 
dau hiéu qua man nao khac. 
Nhu vii titcd cde khang sinh si) dung kéo dai khde, thude cd thé din dén sy 
phat trién quad mic cia cdc ching vi khudin hoc nfm khong nhay cam. Néu 
waéy ra bhi nhidm, nén bat dau didu tr thich hp. 

Vide gan vi dit gfin ed thé xy ra khi dong fluorequinolon todn thén bao 

gdm ciprofloxacin, dic bidt 4 nhOing bénh nhain cao tudi va nihdng ngudi 
dude didu ti déng thai vdi corticosteroid. Do do, nén ngung thude khicd dau 

hiéu dau tin cua vid gan. 
Treng nihiing nghbin cifu Lim sang d nhiing bénh nhdin bj leat gic macdo vi 
khudin, ngudi ia dé quan sat thay od kit tha tinh thé trang & phan ming chéd 
khuyét gide mac 4 35 trong ting $4210 bénh nhan (16,6%). Khoi phat kit 
ta (rong vong 24 gid din 7 ngay sau khi bat déu didu tri, GO mot bénh nhaén, 
chat bét tha duge rifa seach ngay khi mdi xudl hin. Trang 17 banh nhaén, chit 

ket tha bién mai vao 1 dén 8 ngdy (7 bénh nhén hét trong vong 24-72 gid 
dau); 45 bénh ahan hit vo 10-13 ngéy. C4 9 bénh nhén khdng bidt chinh 

adic ngdy hét chit kMt tla: tuy nhidn, khi khdm theo doi bénh, ngudéi ta thay 
chat kt tia ht hodin toan veo 18-44 ngay sau khi kha phat hién tugng nay. 

Trong 3 bénh nhan, khong cd thdng tin vé kal qua. Khong odin ngung sil 
dyng ciprofloxacin khicé chat két tha, va nd cling khang ody anh hudng bit 

ii di vedi tin tridin lam sang cia vél lodt hay ddl vai thigiac. 
Khang nén deo kinh ap trang trong qua trinh didu tri nhidm khudn mat. Do 
dé, khuyén Banh non khong deo kinh dp trong khi si. dyng thudc nay. 
Luu y: Thanh phdn thide od chila ta duigc benzalkonium clorid. 

Benzalkonium chiorid trong thudc nhé mat Ciprofloxacin 0,3% cd thé gay 
kich Ung mit vi déi mau kinh dp trong. Khong deo kinh ap trong trong hi 
didu tri vdi thude ohd mat Ciprofloxacin 0,3%. Phai gf bd kinh dp trong trude 
khi ding thude va chd it nhai 15 phétsau khi sd dung thud mdi deo kinh trd 
lai. 
Khang duge cham phdn ddu dng nbd mit cha chai thude vao bat cu bé mat 
nao hode dém rita vied thé lim nid bdin thudc. 
SUOUNG CHOPHUNUCOTHAIVA CHOCON BU: 
Théi ky mang 

Khang cé dO lidu day do tu vide so dyng cae ciprofloxacin ¢ phy nd mang 

thal. Ciprofloxacin di qua nhaw thal, do duge nding d} trong mang di va huyét 
thanh day rén. Chua thay nguy co gdy qual thal trén dong vai thi nghigm 
hodc tran ngudi sau khisd dying ciprofloxacin trong thai ky mang thai. 
Chi néin si dyng thude nhé mdi ciprofloxacin trong thai ky mang thai néu 

thay kha nding od igi hu hon [a kha ning nguy co cho thai. 

Thél ky cho con bu: ra a 
Ngudi ta khdéng biét liéu ciprofloxacin nid tal ch cd duge bai tidt qua sa 
ngudi hay khding, tuy nhién, ngudi ta bist rang ciproflomacin ding theo dudng 

udng duge bil tét qua sila chudl dang thai ky cho bu, va di thay cd thude 

ciprofloxacin wing xual hién trong sfa nguéi sau khi sd dyng mot litu duy 

nhéit 500 mg. Nien thin trong khi sd dung ciprofloxacin cho phy nd trong thei 

ky cha con ba. 
ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY 
MOC: 
Giding nhu nhd mat vdi bat cd thude nado khac, nhin md tam thoi va cake roi 
loan thi gide 66 thé lam dnh hudng déin kha nding ldi xe vd win hanh may 
moc. Méu bi nAlipmd sau khi nhé thude, bénh nhdin phi cho dén khi nhin rd 

lai medi due lati neva wan hanh may mde. 

TUONG TAC, TUONG KY CUA THUGe: 
Cac nghién cou tdeng tie thude chula duge thyc hign vdi ciprofloxacin nhd 
mat. Do nding dd cua ciprofloxacin todn than thap sau khi dung ciprofloxacin 
nid mat, nén tong tbe thude hdu nhulkhdng xdy ra. 

Néu dang su dyng nhiéu hon mt logi thudc nhé mat, cde thude nay phai 

duce sit dung céchinhau itnhatS phat. 
TAC DUNG KHONG MONG MUON CUA THUGC: 
Cae lac dung Ehéng mong muda dude phan theo tin sudit od quy wdc nha 

sau: rAt thang gap (> 1/10), thudng gip (> 1/100 dén < 1/10), & gap (= 

11.000 dén < 1/100), hidm gip (> 1/10.000 dn < 1/1,000), rit hidim g&p (< 
110,000) va chua rf tin sud (chu thé ude leing ti dT igu sdincd). 
Adi lopn h¢ mién dich 
Hidim gap: qua min 
Fél logn hé thitn kinh 
It qaip: dau diy 
Hidim gap: chongmat 

Féi logn mit 
Tharding gai: Tinh thé tring dong giéc mac, khdé.chiud mat, xung huyél 
it pip: banh gide mac, vidm gldc mac od ddu Lim chdim, thdim nhiém gic 
mac, $0 anh sang, gdm thi lc, phd mi mat, ma mit, dau mit, kno mat, sung 
mal, ngita mal, ting chaéy nude mat, ding vay bo mi, phd ket mac, ban dé mi 

mail 
Hidm gap: nhidim dée mdit, vid gide mac, vim kétimac, khiém khuyét bigu 

=i =
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mé gide mac, nhin ddl, gidm xc gide mat, thilye suy nhuge, kich Ung mit, 
vid mat. 

Adi iogn tai wa én dinh de tal 
Hiém g&p: dau tai 
Riéi loan hé hap, nguic va brung that 
Hiém gip: vid xoang canh mdi, vidém mii 
Adi logn tiduhda 
Thuting géip: loan vj gic 
itgap: budn ndn 
Hid giip: tidu chéy, dau bung 

Adi logn da va md dui da 
Hiém gfip: viden dia 

Radi logn xucing vib md lid kdl 
Chifa rd tan suat: roiloangan 

Théng bao ngay cho bde si hodc duge ef nhiing phan ding cd hai gap 
phai khi aifdyung thud. iin 

QUALIEU VA CACH xUTAI: 
Néu si dyng qua liéu cd thé loi thude ra khdi mat bing cach nite mat bang 
nude 4m. Oo dac diém cia ché phdm nay, khong cé tac dung dc hai nao 
dude dy dodn vai truding hep ciling thude qua lidu 4 mt, hode trong truding 
hdgp v6 tinh udng phaéi ca chai thudc. 
Tich eye theo dbi dé cd bigin phaip xdrtr kip thal 
BAC TINH DUOC LUC HOC: 
Nhém duge ly: Khang sinh nhdém fluorequinolen 
ME ATC: Ciprofloxacin; SOJAAGT 

Ciprofloxacin lé mot khding sinh ban téng hgp, ed phé khang khudin rong. 
thuéc nha fluoroquinoion. Thude od tac dung diél vi khudn do de ché 
enzym DONA gyrase vi topoisomerase IV (la nhing anzym can thidt cho qua 
trinh tai sinh sin ONA eda vi khudin), nén ngdin sy sao chép cla chromosom 
khidin cho vi kKhudin khdng sinh s4n duge nhanh chéng, Ciprofloxacin od tac 
dyng if wiro manh hon acid nalidixic (quinolon khéng fluor ha). 

Ciprofioxacin cing cd tac dung vil cdc vi khudin a8 khang lai khang sinh 

thudc cdc nhdm khdc famineghycosid, caphalosperin, tetracyclin, 
penscilin,..). ‘ 

Khéng nhu cac khang sinh beta lactam cé tac dyng manh nhdt dai vdi vi 
khudn ohay cam & glal doan phat tién nhanh (pha log) ciprofloxacin digt 
khudn dca giai doan phat tridn nhanh va cham. 
Kindy thurde: 
Su dé khang vdi fuoroquinolon, dae bit Wi ciprofloxacin, yéu cdu nhing 

thay di vé mét di truyén cia vi khudin theo mt hode nhidu hon trong § ed 
ehé chinh sau: a) thay d6i cdc anzym dé tong hop DNA, b) thay déi ca ché 

bdo vé cde protein, c) thay déi kha nang thim vio té bio, d) ddy thude ra 

khdi 16 bao, hodc e) thay déi anzym plasmid-mediated aminoglycoside 6'-N- 
acetyltransferase, AAC (6°) - Ib. 
Fluoroquinoton, bao gém ciprofloxacin, cd cdu tnic hda hoc va cach the 
Ging khae voi aminoglycosid, f-lactam, macrolid, tetracyelin, sulfonamid, 

trimethoprim va chloramphenicol, Do dé, cac vi khudn dé khang cac thudc 

trén cd thé nhay chm vdi ciprofloxacin. 
Khong cd nguding nhay cam chinh thie cua ciprofloxacin khi ding nhd mat, 
mac do nguding nhay cam khi dung duging toan thin di od, nhuing mic dh 
fin quan vdi duding dding nhd matehva rd. These EUCAST (Ly ban chau Au 
vé thi nghiém 44 nhay cam), ngudng nhay cam cho ciprofloxacin: 

Conmebacterina praudodinirherinicie 
Conmebacterinn striatum 
Saphylecscce: aureus (rigy cd mectiiciliin - MESA) 
Sapilococcer capitis ! el 
Raphvlococces epidermidis (abgy cde methiciilim - M356) 
Sapivlecoccus horinis 
Spioceccus sapraphyticus 
Suphwececcus warner 
S2rgpioccccs prrurariae 

direpiecoccs viridans Grong 

Vi khuie Gram im hide khi 
Acinetobacter species 
Aarmoptiler inflweazarc 
Moracella catarrhalis 
Preudomanas aerugienta 
Serrana surncescrat 

Cic ching vi khudn ma sy dé khang cd thé gap 
Vi khodn Gram dureng hie ki 
Staptwecoccus amnews (bhinag methicillin - MRSA} 

| Stamwecoccus epidermidis (Khaag methicillin - ARSE) 
Stanvlecoaccus lugatumensis 

Vi khoiin Gram im bidu khi 
(Chur tk 

Vi kbuiin khae 
Chara. ni 

Vi kbuiin dé khang 
Vi khuiin Gram dreng hiée khi 
Cannebacteriun jeitium 
Vi khutia Gram dim hide khi 
(Chara nh 
Vi khuan khac 
Chua rd 

BAC TINH DUOC BONG HOC: 
- Ciprofloxacin duge hap thu nhanh chéng vao mat sau khi ding. Mic do hap 
thu togin thin coe ciprofloxacin khi nhéd mat thap. Nong dé ciprofloxacin 
trong huydét tucing khi ding 2 gi9t dung dich ciprofloxacin 0,3% mdi 2 gid 
dung g hai ngay, va sau dé mdi 4 gid dong trong 5 ngay dao dong tl 

khoding thé dinh lugng (<= 1,0 ng/ mL) dén 4,7 ng mL. Nong dé dinh 
trung binh trong huyét tueng thu duge trong nghitin cou néy thiip hon khoding 
450 lan $0 ¥6i néng dé khi dung Idu udng ciprofloxacin 250 mg. 
- Cit dace tinh duge ding hoc todin than cia ciprofloxacin di duge nghiin 
edu. Ciprofloxacin phan bé ring ral dén cic mé cia co thé. Thé tich phan bo 
Strang thal én dinh f4 1,7. d6n 5,0 kg. Lidn két vd protein huyét thanh tif 20- 
40%. Théi gian ban thai cla ciprofloxacin trong huyét thanh la 3-5 gid. 

Ciprofloxacin va 4 chdt chuyén héa chd yeu déu due bal tiét qua nude tidy 
va phan. EX thanh thai than chiém khoding hai phan ba 44 thanh thai huyét 
thanh-phdin edn lai thanh thé! qua mat va phan. G nhiing bénh mhan suy 
gidm chic nfing than, thal glan bdin thai cha ciprofloxacin chi tang lén nhe 
do céc co ché bai tiét khdng qua than. Tuong ty, d ning bénh nhan bj suy 
gidim chic nding gan nding, thai gian ban thii chi kéo dai han chutit. 
Khong cd di lidu dupe dong hoc khi sd dung dtrd em. 
QUY CACH DONG GOL: 
Hip i chai S mi. 

BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG 
Biéu kign bao quan: Noi khd mat, nhiét dé dudi 30°C, tranh anh sang. 
Han dumg: 36 thang ké tu ngay sn xudl. Khéng si dung thude sau khi mo 

Tinh nay cdm vdi ciprofloxacin: danh séch cde ching vi khudin trong nhidm 
trong mat 

Cac ching vi khwin ohgy cim 

Vikhude Gram diong hide khi 
Comenchacieriin aceatcas 
Corachacieriin quris 
Cornnebacteiim proprugeiy 

Niort MIC (rings) nip {5 nay 

Lodi Nhaycim =| Dé khang Tiéu chudin chat lugng: Tiduchudn co sd 
Stoplplococcas spe. ibis | ee TEN, BIA CHI CUA CO S0 SAN XUAT THUOGC: 

eae om | ee es CONG TY CO PHAN DUGC PHAM 3/2 
i 601 Gach Mang Thang Tam, P.15, 0.10, TP.HCM 

Morarella catarrhalis Sm, Sain nut tg: Nha miy GMP - WHO sf 930 C2, dudng C, KCN Cat La 
Prewidomonas neruginosa $0.5 =i i Cum 2. P. Thanh Mj Loi, Quan 2, TPHOM 

Fax: 39700182 

Website: www.ft-pharma.com 

Bidn thoai: 39700025 - 37422612 = * 

Email: duocpham32 Gfi-pharma.com * 
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