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THANH PHAN:

Ciprofloxacin hydroclorid 0,3%
Taduoc viradu.

LIEUDUNG-CACHDUNG:

Str dung theo su chi dan cua bac si digu tri.
Phac do valiguthéngthuong nhu sau:
Loétgidc mac:

-Nho2giotvao métbjbénh 15 phut/ [an trong
6git dau, sau do nho 2 giot méi 30 phattrong
iht‘ﬂglan conlai

-Ngay2: mélgld nho2giot

-Ngay 3 dénngay 14:ctr mai 4 gio nho 2 giot
vaomatbijbénh

-Néudigu m dai ho'n 14 ngay, sirdung theo
chidan cuabacs!

Viém kefmgckhan khuén:

-Nho 1-2 giot vao matbjbénh 4 lan/ngay

- Trong trugng hop nhiém khuan nang, nho
1-2 giot vao mat bj bénh méi 2 gio khi thire
trong vong 2ngay

B6i véi 2 chi dinh trén, khéng dung qua 21
ngay méidotdiéu trj.

Viém tai giira, viém taingoai:

Nho 5 giotvao éng tai, 21an/ ngay x 9 ngay.
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Rx - Thudc ké do'n

DUNG DICH NHO MAT - TAI

ZAKDO

Ciprofloxacin hydroclorid
0,3 %

Hép 0110 5 ml

©

CHI_ PINH, CH6NG CHI BINH VA CAC
THONG TINKH.

Xemtmngto’hu’o‘ng dan strdung kémtheo.
BAO QUAN: Noi khé mat, tranh anh sang,
nhijétdd dugi3o°C,

TIEU CHUAN CHATLU'O'NG: TCCS

DE XA TAM TA& TRE _EM
poC KY HU’ONG DAN su' DUNG
ocC KHI t]

THUGC CHI DUNG NHO MAT, TAL KHONG
DU'O'C UONG, KHONG DU’O’C TIEM
Khéng dung thuéc qua han sir dung hoac
qua 30 ngay ké tir ngay mo nap.

San xuét boi: D@’Ehﬁgng
CONG TY CO PHAN DU'Q'C KHOA
Tru s6’ chinh: S6 9 Nguyén Céng Trir, Pham
Binh Ho Hai BaTru'ng HaNol
Dja diém san xuat: Nna may Duoc pham
DKPharma - CN Bac Ninh céng ty ¢ phan
Dugc Khoa: L6 11I-1.3, dudng D3, KCN Qué
V6 I, Naoc X4, Qué V6, Bac Ninh
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Ciprofloxacin hydrocorid
0.3%
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Rx - Prescription only

EYE - EAR DROPS SOLUTION

ZAKDO

Ciprofloxacin hydroclorid
%

Box of 1 bottle 5 ml

DUNG DICH NHO MAT - TAI

ZAKDO

Ciprofloxacin hydroclorid
0,3 %
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HU,U'NG DKN SU DUNG DUNG DICH NHO MAT - TAI
Rx - Thuéc nay chi dung theo don thudc Z A K D O

l \ D O Ciprofloxacin hydroclorid
L)

0,3 %

Dé xa tam tay tré em.

Poc ky hwéng dan str dung trwée khi ding
Thubc chi dung dé& nhé mét, tai.

Khéng duoc tiém, khong dwoc ubng

THANH PHAN:
Thanh phén dudc chat: Ciprofloxacin hydrochloride 0,3%
Thanh phén ta dudc: Natri acetate, Acid acetic, Mannitol, Acid citric, Thimerosal, Acid hydrochloride, Natri hydroxyd, Nudc tinh khiét
viia du.
DANG BAO CHE: Dung dich thu6c nho mét - tai.

Dung dich trong suét khdng mau.
DUGC LUC HOC:
Nhém dudc Iy: tai - nhan khoa, khang khuan.
Ma ATC: S03AA07
Ciprofloxacin 1a mt khéng sinh c6 phd khang khuén rong thudc nhom fluoroquinolon, ¢ tac dung diét khudn do tic ché men DNA Gyrase
- mot men can thiét cho qua trinh tdng hop DNA clia vi khudn.
In vitro, ciprofloxacin ¢6 tac dung vdi tét ca cac vi khudn hiéu khi gram am bao gom Pseudomonas aeruginosa va ¢a cac vi khudn higu
khigram dudng nhu Staphylococci.
DG véi cac nhiém khudn mét, tai trén 1am sang, ciprofloxacin c6 hoat tinh véi hau hét céc ching vi khudn bao gom:
- Vi khuén hiéu khi gram dudng: Staphylococcus Aureus, Staphylococcus spp, Corynebacterium spp, Streptococcus Pneumoniae,
Streptococcus (nhOm Viridans).
- Vi khudn hi€u khi gram am: Acinetobacter spp, Haemophilus Influenzae, Pseudomonas Aeruginosa, Moraxella SPP.(bao gom ca
m.catarrhalis).
DUGC DONG HOC:
Hap thu: Sau khi nho thudc vao dng tai, ciprofloxacin tap trung truc tiép tai vi tri nhiém tring (xap xi 3000 mcg/L G tai gitia). Nghién ciiu
trén bénh nhi va ngudi In bi thiing mang nhi, cho thay mic dd hap thu toan than cta Ciprofloxacin khi nhd vao tai 1 rat nhd. Bénh nhi sau
khi dt dng thdng tai, nhd 1 giot ciprofloxacin 0,3% vao ca 2 bén tai, chi dinh Iugng dudc ndng do ciprofloxacin trong méau 6 2 trén 9 bénh
nhan. Nong do dinh trong mau cua ciprofloxacin trung binh 1 1,39 ng/ml va xp xi 0,1% nong do dinh trong mau ctia mot liéu udng don
250mg ciprofloxacin.
Khi dung ngoai dang nho mét, dung dich Ciprofloxacin dugc hdp thu rat t6t vao mat, nong do cta Ciprofloxacin dat dudc 6 mang phim
nudc mét, giac mac va tién phong gap tii 10 dén vai tram I4n so véi mic90 vdi cac chang nhay cam 6 mét. Mic d hap thu toan than cta
Ciprofloxacin khi dung nhd mét 1a nho, khang dang ké; ndng do trong méau cla ciprofloxacin sau 7 ngay dung ngoai (2 ngay dau nho 2 gio
mot1an, méi l4n 2 giot; 5 ngay sau nho 4 gid mot1an, méi lan 2 giot) dao dong rat nho (dudi 1 ng/ml dén 4,7 ng/ml). Nong do cao nhét cua
Ciprofloxacin trong mau dat dugc sau khi dung ngoai nho mét nhd han xdp xi 450 Ian so vdi liéu uéng don 250 mg Ciprofloxacin.
Céc dac tinh dugc dong hoc toan than clia ciprofloxacin da dugc nghién ciiu ky.
Phén bd: Ciprofloxacin phan bd rong rai tdi cac mo ciia co thé. Thé tich phan bd 6 giai doan 6n dinh 1a 1,7-5,0 I/kg. Lién két protein huyét
thanh la 20-40%. Thdi gian ban thaila 3-5 gid.
Thai trii; Ciprofloxacin va chét chuyén hoa ctia n6 dugc thai trif qua nudc tiéu va phéan.
CHIDINH: Dung diéu tri nhiing trudng hdp nhiém khudn @ mét, tai do c4c vi khun nhay cam gay ra, bao gém:
- Loét giac mac: Pseudomonas Aeruginosa, Serratia Marcescens, Staphylococcus Aureus, Staphylococcus Epidermidis,
Streptococcus Pneumoniae, Streptococcus (nhém Viridans).
-Viém két mac: Haemophilus Influenzae, Staphylococcus Aureus, Staphylococcus Epidermidis, Streptococcus Pneumoniae.

- Viém tai giia, viém tai ngoai (6 ngudi Ion va tré em trén 1 thang tudi): Staphylococcus Aureus, Staphylococcus Epidermidis,
Pseudomonas Aeruginosa, Haemophilus Influenzae.

Vatrong cac trudng hgp: Viém tuyén mi, viemtaile. ..

LIEU DUNG - CACH DUNG: St dung theo su chi ddn cla bac si diéu tri. Phdc do va liu thong thudng nhu sau:

Loét giac mac:

- Nho 2 giot vao mét bi bénh 15 phit mét I4n trong 6 gidh d4u, sau d6 nhd 2 giot m6i 30 phit trong sudt thdi gian con lai clia ngay thii nhét.
- Ngay thii 2: mdi gio nho 2 giot.

- Tungay thit 3 d&n ngay thii 14: ¢t mbi 4 gid nho 2 giot vao mét bi bénh.

- Néu diéu tri dai hon 14 ngay, st dung theo sy chi dan ctia bac si.

Viém két mac nhiém khudn:

- Liéu thong thuong 12 nho 1-2 giot vao mét bi bénh 4 1an 1 ngay.

- Trong trudng hgp nhiém khudn ndng, liéu dung 2 nhd 1-2 giot vao mét bi bénh mai 2 gid trong khi thic trong vong 2 ngay.

Daivéi ¢ 2 chi dinh trén, khong st dung qua 21 ngay mdi dot diéu tri.

Viém tai giiia, viém tai ngoai:

- Lidu thong thudng 8 ngudi I6n va tré em (trén 1 thang tudi) 1: Nhd 5 giot vao 6ng tai bi bénh, 21an 1 ngay trong vong 9 ngay.

Néu dung dich thudc lanh, cdn lam &m béng cach g lo trong tay 1-2 phit trudic khi nhé thudc dé tranh bi chong mat do nhé dung dich
lanh vao tai.

CHONG CHi BINH: Man cam véi ciprofloxacin hay bat ky thanh phén nao cdia thudc. C6 tién st qua man vdi nhiing khang sinh quinolon
khéc.

KHUYEN CAO VA THAN TRONG: Thudc chi dudc ding ngoai  mit, tai - khong dudc udng - khong dugc tiém.

Khuyén cao

( nhiing bénh nhan dudc diéu tri bing quinolon theo duding toan than, ¢é nhiing trudng hdp phan ting qua man nang c6 khi chét ngudi, vai
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trudng hgp phan ting xy ra ngay sau liéu dau tién. Mot s6 phan ting c6 kém theo truy tim mach, mat tri gidc, nguia, phui viing hau hay viing
mit, kho thd, néi may day va ngtia. Nhiing truiding hdp phan ting phan vé trdm trong can phai diéu tri cdp cliu ngay bang epinephrine va
nhiing bién phap hdi stic cdp clu khac bao gém thd oxy, truyén dich, diing thudc khang histamin tiém tinh mach, corticosteroid, thudc
téng cudng van mach va kiém sodt dudng thd. .. tuy theo biéu hién 1am sang.

Dai v6i bénh nhan c6 st dung kinh ap trong

Dung kinh ap trong khong dudc khuyén céo trong diéu tri nhiém trung mét. Vi vay, bénh nhan khéng nén deo kinh ap trong trong khi ding
thudc, thao kinh trudc khi dung thudc.

Thantrong

Nhui véi tét ca céc khang sinh st dung kéo dai c6 thé dan dén phat trién qua muic cta chang vi khudn khéng nhay cam hoac ndm. Néu boi
nhiém x4y ra, ¢an phai co bién phap diéu tri thich hgp.

Nén ngung st dung ciprofloxacin khi mdi xut hién nhiing vét do ¢ da hay bt ky ddu hiéu nao khac clia phan ing qua mén.

Trong nhiing nghién ctiu 1dm sang & nhiing bénh nhén bi loét giac mac do vi khudn c6 st dung ciprofloxacin, ngudi ta da quan sat thdy c6
két thia tinh thé trang & phn ndng chd khuyét gidc mac & 35 trong tdng s& 210 bénh nhan (16,6%). Khdi phét két tia trong vong 24 gid
d8n 7 ngay sau khi bt d4u diéu tri. Chat két tiia khong loai trit viéc tiép tuc st dung ciprofloxacin va no ciing khong gay anh hudng bét Igi
d6i vdi tién trién Iam sang cla vét loét hay ddi véi thi gidc.

Viém gan va va co thé xay ra véi diéu tri toan than fluoroquinolon bao gém ciprofloxacin, dac biét [a 6 bénh nhan 16n tudi va nhiing nguoi
diéu tri dong thdi vdi corticosteroid. Vi vay, diéu tri nén ngung st dung thudc khi cé dau hiéu dau tién clia viém gan.

SUDUNG CHO PHU NU CO THAI VA DANG CHO CON BU:

Dai véi phu nii mang thai: Khong c6 dii liéu vé st dung thudc trén phu ndi ¢6 thai, chi nén dung thudc néu Igi ich vugt trdi so véi nguy ¢o.
Dai véi nhitng ba me dang cho con bi: chua ro ciprofloxacin ding nhd mét dudc bai tiét qua siia me hay khong. Tuy nhién, ciprofloxacin
diing dudng udng da thay thudc xuat hién trong sita, do vay nén than trong khi st dung thudc cho phu nit dang thdi ky cho con ba.

St dung trong nhi khoa: chua xac dinh dugc tinh an toan va hiéu qué cla thudc déi véi tré dudi 12 tudi.

Méc du Ciprofloxacin va nhiing Quinolon khac gay bénh Iy khdp 6 nhiing ddng vat thi nghiém chua trudng thanh sau khi diing thudc theo
duding udng, tuy nhién st dung ciprofloxacin nhd mét cho nhiing dong vat thi nghiém chua truéng thanh nay khong thdy c6 du higu nao
cliabénh Iy vé khdp va khong co bing chiing nao dé cho ring dang thuéc nhd mat ¢ anh hudng dén cac khdp khi st dung cho bénh nhan
nhikhoa.

ANHHUGNG TGI KHA NANG LAI XE VA VAN HANH MAY MOC

Sén pham khong anh hudng hoac anh hudng khong dang ké t6i kha ndng Iai xe va van hanh may moc. Mot vai tridng hop 6 thé gap tinh
trang tam thdi mo mét hodc rdi loan thi gidc; néu gap nhoe mét thoang qua, bénh nhan nén doi cho tdi khi tim nhin dudc 6n dinh trudc khi
1ai xe hodc van hanh may méc.

TAC DUNG KHONG MONG MUON:

Nguing st dung ciprofloxacin khi mdi xuét hién nhiing vét do ¢ da hay bat ky du higu nao khac cta phan ting qua méan hoic c6 dau higu
cuiaviém gan.

Trong cac thii nghiém [am sang, cac phan ting phu dudc béo céo thudng gap nhat1a cam giac kho chiu 6 mét, réi loan vi gidc, dong cin &
giac mac an lugt gap 6 6%, 3%, 3% bénh nhan.

- Thudng gap (tdn sudt>1/100, < 1/10): khd chiu 6 mat, 6 tai; rdiloan vi gidc, ting nhan ap, dong cdn @ giac mac, ngita tai, ndm tai.

- ftgap (tan sudt>1/1000, <1/100): dau d4u, budn nén, sét, viém da, sd anh sang, md mat, dau mét, chay nudc mét, dau tai, U tai.

- Hiém gap (tdn sudt>1/10000, < 1/1000): chong mat, viém gidc mac, viém mi, dau bung, tigu chay.

Ghi chi: Xin thong bao cho béc si cac tac dung ngoai y gap phai trong qué trinh st dung thudc.

TUGNG TAC THUOC: Nhiing nghién ciiu cu thé vé tuong tc thuGc chua dudc tién hanh ddi véi ciprofloxacin dung nhd mét, nhé tai. Tuy
nhién, qua st dung diéu tri toan than cho thay ciprofloxacin ¢4 thé lam tang ndng do theophyllin trong huyét thanh, ngén can chuyén hoa
caffeine, lam tang cudng tac dung clia cc thuéc chdng dong theo dudng udng (warfarin va cac dan xudt...) va gy tang tam thoi
creatinin huyét thanh d nhiing bénh nhan c6 sti dung ddng thai cyclosporin.

Néu st dung ddng thdi véi thudc nho mat, nho tai khac, cac thude phai dudc st dung cach nhau it nhat 5 phat; thuéc mé tra méat nén dugc
diing cudi ciing.

QUALIEU VA XU Tri:

Khi duing ngoai, chuta cd trudng hdp qua liéu nao clia ciprofloxacin dugc ghinhan.

Trudng hgp nho mét, nho tai qué liéu ciprofloxacin ¢6 thé rifa mét, riia tai ngay bang nudc &m.

BAO QUAN: Giit thudc noi khd mat, tranh anh sang, nhiét do dudi 30°C.

HAN sU DUNG: 24 thang ké tii ngay san xuét.

LUUY:

Khong dung thuéc sau khi mé ndp qua 30 ngay hodc qué han st dung.

Dé& tranh nhiém khudn hay lam hu thudc, tranh sd trén ndp va miéng lo hodc dé mi mét, thiy tai, 6ng tai, hodc bé mét quanh tai cham vao
miéng lo; Day ndp sau moi lan st dung, khdng dung chung lo thudc véi nguoi khac.

QUY CACHDONG GOI: Hop 01 lo 5ml.
TIEU CHUAN: TCCS

Ha Néi, ngay 07 thang 11 ndm 2023
TUQ. TONG GIAM BOC

Co sd san xuat:
CONG TY CO PHAN DUQC KHOA
\ Tru s6 chinh: S6 9 Nguyén Cong Trd, Pham Binh HG, Hai Ba Trung, Ha Noi

DI((’Ph o Dia diém san xuét: Nha méy Dugc phdm DKPharma - chi nhénh Béc Ninh

TRUONG PAI HOC DUGC HA NOI
GIAM POC CHAT LUONG
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