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Evflox ophthalmic ointment
(Oﬂoxacm Xmg)
Thude md tra mit

Thuée nay chi dung theo don cua bdc si.

Doc ki hurdng dan s dung trude khi diing. Néu can thém thing tin xin hoi § kién bde si hoge
diegre si.

Thong !um cho bdc sTtde dung khong mong muon gap phai khi sir dung thudc.

Dé thuaic xa tam tay tré em. LEES

Khong ditng thuée qua han in trén bao bi.

THANH PHAN

Mai tuyp 3.5¢ thude md tra mit Eyflox ¢ chita:
e e LT e L vl L R R i SRR MY 5 EH 0 N S i p— 10,5mg
d ducre: lanolin tinh ¢hé, dau parafiin, petrolatum Lr.ma

DUQC LUC HOC:

Ofloxacin duge cho la (¢ ché th]}tﬂ bi¢t syr tong hop DNA cua vi khudn. Hoat tinh khing
khudn cta no 1 diét khuan va ly giai vi khuan o mmu do uc LhL‘ 161 thidu (MIC). Ofloxacin ¢6
hoat tinh khang khuan phu rong va co tic dung diét khuin ching lai cac chung vi sinh vit gay
nhiém khuin mit bao gom cac vi khuan Gram (+) RL ca Staphviococcus, Streptococcus,
Preumococcus, Micrococeus, Bacillus, va cie vi khudn Gram (-) bao gbm Branhamella.
Pseudomonas spp., ké ¢a P aeruginosa, Haemophilus acgyptius (iruc khuan Koch-Weeks),
Moraxella gy viém két mac, Serrvatia, Klebsiella, Proteus, Acinetohacter va cdce vi khuin ky
khi ké ca Pr npmmhm ferium acnes.

Pé khang: Su xudt hién vi khuin dé khang tir nhién chum, lar ofloxacin chua duge xide dinh.

DUoc DONG HOC:

\‘ong d¢ ofloxacin trong hu\&cl thanh, nuoc h::u v mrde mit duoe xdc dinh trén 30 phu nir khoe
manh tai cic thoi diém khac nhau trong dot duu tri 10 ngay. Nong do ofloxacin trung binh trong
huyét thanh nam trong khodng tir 0.4 ng/ml dén 1.9 ng/ml. Nong dé dinh cua ofloxacin l’mg. tr
L.1ng/ml ¢ ngay tha nhat én 1.9 ng/ml & ngay thir 11 sau khi su dung liéu udng trong 10.5 ngay.
‘\o:w d¢ dinh cua ofloxacin trong huyé ét thanh sau 10 ngay sir dung liéu nho mat thip hon 1000
lan so vai khi ding theo dudng uong.

\mw do ofloxacin trong nude mit nam trong khoang tir 5,7 dén 31 meg/g khi xde dinh trong 40
phut sau khi sur dung licu cudi cung vao ngay thir 11 Nong d6 thude trung binh trong mrde miit
x4dc dinh duge sau khi nho mit 4 gily 13 9.2 meg/g,

Nong d¢ ofloxacin trong giac mac la 4.4 meg/ml duge xic dinh 4 2i& sau khi nho 2 giot cich
nhau 30 phut.

L Hl DINH

Thube md tra mat Evflox duge chi dinh dé didu tri tai chd cic viém nhiém gy ra boi cic vi
khuin nhay cam: Swaphvilococcus, Streptococcus. Pneumococcus, Enterococens, Micrococcus,
Moraxella spp.. Bacillus, Kiebsiclla spp.. Serratia spp.. Proteus spp., Morganella morganii,
Providencia spp.. Haemophilus spp. ké ca Haemophilus influenza, Haemophilus aegyvpltius (iruc
khuin Koch-Weeks). Pseudomonas spp. ké ca P. acruginosa, Stenotrophomonas (Xanthomanasj
maltophilia. Burkholderia cepacia. Acinetobacter spp., vi cac vi khuin ky khi ké ca
Propionibacierium acnes, Chlamydia trachomatis:




Viém bo mi, viém ti 12, leo mit viém két mac, viém sun mi va viém ;.im, mac ké ca loét giae
mac v con lam khing sinh du phong sir dung trde va sau phiu thudt mat.

LIEU LUQNG VA CACH DUNG

Litu lwgng:

Bér mot lueemg nho thude nay vio mit bénh, 3 !ﬁ:l-fng:a':_\_-. C6 thé didu chinh liéu thich hop dua

trén cdc tricu chimg.

Doi vat vite ph{)m_ ngira nhiém khudn sau ph"m thudt, boi 5 lin ngay trong 2 ngay sau phiu

thudt. Ddi vai viée bor thude nay vio m,a\ phiu thudt, didu chinh fiéu thich hop dua trén thiri

gian va loai phiu thudt, va boi thude moi ldn thay bang sau do. '

il /

Cach dung: G e
Sau khi boi mot lugng thude nho vao bén trong mi mat dirdi. nham mat lai. Can thin mmu &é

tranh dau wyp thudc tép xic true tép vor mat.

I'hum nay chi nén dugc sir dung bai mot ngudni,

Khuyén cio boi thude cach mét it nhat S mm dé trinh tiép xie véi diu tuyp thude.

CHONG CHIDINH
Chong chi dinh dang thude niy cho nhimg bénh nhéan sau day: pe—

Bénh nhin ¢6 tién st qua man vaéi bit ky thanh phan ndo cua thude nay va véi cic khing sinh s o
umnolone khac. ; ,
q ¢ ¢ AN PHOK
& Lisxr) Lng " - DAl DiEN
CANH BAO VA THAN TRONG
PR ”*‘H

Than trong chung HLPAULA
Thude nay néi chung nén duge ding trong thii gian i thidu ¢in cho viée didu tri sau khi kiém
tra 40 nhay cam d¢ tranh s bi¢u hién cua cac dumg dé khing. ¥
Vi s dung thude nay kéo dai ¢o thé dan dén su phit trién qua mire cic sinh vat khong nh.u cam

ké ca nam, nén tranh ding kéo dai, Néu boi nhiém xay ra, nén ngimg ding thude va tién hanh

diéu tri thay thé.

Péi voi bénh mat hot, viée sur dung trong 8 tudn nén 1a ché do didu tri chudn va viée sir dung san \

do Cdn dU’()’L xem xét ¢dn lhcm

Thian lrgng khi dang

Thude nay th dung dé tra mm K
Khi boi thude nay vao mit, can than trong tranh d¢ diu wyp thude urp XUc truc Ucp Vi it
Thube nay chi nén duge sir dung bat mot nguon ¢ phong ngira nhiém ban thude. oo

Su dung iron;, nhi khoa
Bé an toan va hicu qua caa thude nay & tre nho dudi 1 o chira duge xae dinh.

TUONG TAC THUGC

Dung ddng thin ofloxacin vai cac thude ahc‘mg_ viém khong steroid (aspinn, diclofenac, dipyron,
indomethacin, paracetamol), tdc dung gay roi loan tam thin khong tang (sang khodi, hysteria,
luan thén). Khong can ¢o sir thin trong dic biét khi dimg cac kKhdng sinh qunm)un vin uu, thude
chunL viém khong steroid. Mire ofloxacin trong hun.l thanh ¢6 thé giam xudng dudi nong do
diéu tri khi ding dong thi véi cac acid nhém v magnesi.

ANH HUONG CUA THUOC DEN KHA NANG LAIXE VA V n\\ HANH MAY MOC
Sur dung thin trong khi lii xe. vin hanh may moc hay cac hoat dong can thi fue 1o vi thude ¢6 thé
tam thin gdy mo mit hodc thi lre khong 6n dinh trong khi diing thude.




sU DL\(‘ CHO PHU NU CO THAI VA CHO CON BU

DG an todn cua thude nav & bénh nhan mang thai chua duge xde dinh. Vi \.ay. chi ding thude
nay trong thai ky hodc cho phu nir ¢6 kha ning mang thai khi lgi ich du kién duge danh gid v
qui nguy co ¢6 thé xaiy ra.

Néu dang thude niy & phu nir cho con bit, nén ngirng cho con bi hoac ngimg ding thude.

PHAN UNG KHONG MONG MUON

Shock: Hoi chimg giong shock (budn ndn, lanh cac chi, khé tho) hiém gap ¢é llm xay ra. Trong
truéme hop nhin thiy cdc triéu chimg bit thudng nay, phai ngimg sir dung va tién hanh cac bién

phap thich hop.

Qua man: Truy tim mach, llL.dI phi mach o hong. thanh quan vi mil, the nghén dun'ng ho hap, .
kho tho, ban, né1 mc day, ngira, 40 mi mat, phi, do da, sung huvét két mac, v.v. Chiém gap ¢o /7
thé xay ra. Néu xudt hi¢n céc tricu chimg nay. phai ngimg diéu tri. /
Mit: Cam giac kich img thodng qua bao gom nong rit, kho chin dau nhoi, do, cam £ide ngira,
viém két mac va giac mac do hoa chit, phu quanh mit va mit, cam gidc ¢o di vat, s¢ anh sing,
nhin mér, chay nurde mat, kho mit, dau mat, chong mat hiém gap, rdi loan chire ning giac mac ké
ca viém gidc mac nong hén quan vor i¢ bao bon, hoi ching Stevens- -Jonhson trim trong thém
din dén hoat tir bicu bi nhiém dic o thé xay ra. Néu xudt hién cic tridu chimg niy. phai ngimg
didu tri.

Cde phan g phu khdc: Khiém khuyét thinh gidc va cde triéu chimg kich tmg doi khi ¢6 thé
xa\. ra.

o

QLI\IIH VA CACH XU LY . 2
Trong truomg hop Xay ra qua lidu, lién hé v v 1 dé trg giup va khnr doe néu cin thiét, thude co \
thé giy doc khi nudt phai. 3\o

PONG GOI _
Thude md tra mat Evtlox dugce dong goi trong tuyp nhom chiza 3.5 g thude.
Hop lwyp 3.5 ¢

BAO QUAN
Bao quan & nhiét d6 dudi 30°C, trong bao bi kin.

TIEU CHUAN: X
KPC 4

HAN DUNG

24 thang ké tir ngay sin \u.n

02 thang ké tir khi mé ndp tuyp.
Nén loa bo thude A3 hét han.

San xudt b

Samil Pharm. Co., Ltd
B11-6 Banwul Industrial Complex
ong. Ansan-Si, Gveonggi-Do, Korea

KIM HUI CHANG
CHIEF REPRESENTATIVL



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Tw do - Hanh phie
8612257 1 QLD-PK Ha Néi, ngay o2/| thang 4 ndm 2020

V/v thay d6i mAu nhéin

Kinh gtri: Samil Pharma Co., Ltd.
Dia chi: 155 Hyoryeong-ro, Seocho-gu, Seoul, Korea.

Cuc Quén ly Dugc nhén dugc ho so thay dbi/ bd sung cla Cong ty sb tlep
nhén 2491/TBNN ngay 21/ 10/2019 v& viéc thay d6i miu nhan ddi véi thube
nudc ngoai da duoc cap so ding ky luu hanh,

Cin ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia B Y té Quy
dinh viéc dang ky luu hanh thude, nguyén lleu lam thudc; Thong tu sé
01/2018/TT-BYT ngay 18/01/2018 cia B§ Y té quy dinh ghi nhan thudc,
nguyén ligu lam thudc va to huéng dan st dyng,

Ciin oit bién ban thdm dinh hd so thay dbi/ bd sung, Cuc Quéan Iy Dugc co
¥ kién nhu sau:

Dong y ve viéc thay ddi mau nhén d6i véi thude Eyflox Ophthalmic
Ointment, sb gidy ding ky luu hanh: VN-17200-13, cu thé:

Mau nhén méi dugc déng d4u x4c nhan cia Cuc Quan ly Dugc va dinh
kém theo cdng van nay.

Ngoai nodi dung duge thay dbi trén, tat ca cdc ndi dung khac gilt nguyén
nhu hd so déng ky thude luu tai Cuc Quan Iy Dugec.

Cong ty déng ky, nha san xudt phai chiu trdch nhiém vé chit lucmg dbi voi
thudc Iuu hanh trén thi truong, ndi dung ghi trén nhén thuée, quy dinh vé s¢ hitu
tri tué lién quan dén nhin higu hang hod cua thube va c6 trach nhiém thong béo
su thay d6i nay dén cac co quan lién quan va khach hang

Sau 06 thang ké tir ngdy ky cong van nay, thudc trén khong duge nhap
khéu v6i mau nhén cil.

Cuc Quan 1y Dugc thong bdo dé Céng ty biét va thuc hién ding cac quy
dinh cia Viét Nam vé& luu hanh thudc./.

- KT, CUC TRUONG
Noi nhin: PHO CUC TRUONG
- Nhu trén;
- CT. Vii Tuén Cudng (dé b/c);
-Luu; VT, PKT (ARD: - ,
SAQO Y BAN CHINH

Ngay(Ob. Thing- ... Nam 2024
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BO Y TE
CUC QUAN LY DUGC
PA PHE DUYET
TO/BS ngay 0% thing .. vam G0
(theo cong vin 42X ILIQLD-DK) || L

Ophthalimic

Eyflox Qintment

(Ofloxacin}

. DAIDIEN .
AUTPHO CHiMIN
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wawnuQ Mwieyiydo
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AAMANIN-GQ

Eyfl OX Ophthalmic Ointment

{(Ofloxaciny

3.5¢g

FrxrThube ke don | CHI BINK, CACH DUNG, CHONG CHI DINH VA
- ' CACTHO

BAOQ
LAR: 1) s
RALEXELS TIEU CHUAN CHAT LUIOING ; KPC4
pua T

Eyfl OX Ophthalmic Qintment

{Oftoxacin)

Sanxuattal
SAMIL PHARM.CO.,LTD.

agldo, H
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T CONG 1Y
>/ TRACKNHIEM HUU Ay
= MOITHANH ViEN \Z
*| THUCNG MaiDicH vy |
DULICH ~

e

[
| ot b T

T hun SRR T S AT AV MAYIVANG
Ophthalmic Ointment 046085

phthalmic Oin
(Ofloxacin) 01.02.24

i ¥ 31.01.27

$%b 8o 1 CHI DINH, CACH DUNG, CHONG CHI DINM VA |

| Rx Tf\um ké don | CAC THONG TIN KHAC ‘
. 5 r ding thufic kém theo
BAD QUAN : { g Bao Bl kin !
TIEU CHUAN CHAT LUONG ; KP11 i |

THUOC MO TRA MAT EYFLOX

DUONG DUNG : Tra mat
DONG GO : Hop 1 byp J 8g

Eyfl Ox Ophthalmic Qintment

(Ofloxacin}

D% xa tim tay e em
Boc ik g dan su dyng trwdc khi ding
4 ho
San xuat tai

SAMIL PHARM.CO. LTD
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