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Mau vi: Ofloxacin STADA 200 mg
Kich thu6c: 40x100 mm

s

@S5
S
S W ¢

e o

Mau hop: Ofloxacin STADA
Kich thuéc: 42x105x18 mm
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Ofloxacin STADA 200 mg

BIXSOIXTY

SPK - Reg. No.:

X PRESCRIPTION DRUG

Ofloxacin 200 mg

Manufactured by:

STADA-WN J.V. Co., Ltd.

K63/1 Nguyen Thi Soc St, My Hoa 2 Hamlet,
Xuan Thoi Dong Village, Hoc Mon Dist.,
Hochiminh City, Vietham

Ofloxacin STADA 200 mg

v1€0921d

Barcode

Thanh phdn: Mdi vién nén bao phim chita
Offoxacin 200 mg
T4 dugc vira di BeSo——
Chi dinh, Cach dang, Chéng chi djnh va
céc thong tin khac:

Xin doc trong to huéng din sif dyng
Bao quan: Trong bao bi kin, noi kho,
trénh dnh sdng. Nhiét do khong qud 30°C

Tiéu chulin ap dyng: BA

Duge dién Viét Nam IV O

OF XA TAM TAY TRE EM 044 = 5
DOC K¥ HUGNG DAN SU DYNG (@]

TRUGC KHI DUNG %*%’_V TPH

Ds. Nguyén Ngoc Liéu

1 blister x 10 film-coated tablets

Ofloxacin STADA 200 mg

$ 3 g
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Specification:

Vietnamese Pharmacopoeia IV

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE
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Mau vi: Ofloxacin STADA 200 mg
Kich thuéc: 40x100 mm

S S\' ° A S (5% or ~ o
. . \) o \- N

O o N Y RN
.l 6‘9\0 3 G," P,O‘l:;«\q, é; Q ‘\\% < PONOQO *’6"\ o

A O 2%
o« “\\A\«\\ o,,;ac‘ 0%«@“ - ﬂ&,«“; P«o&% @ «& g@qu
‘.v‘h ) -\(\”‘ ')Q“ (4
% AV 'b"\ 2 ‘f‘v\ »

,Q A\ (9\)\ (\) o ‘P‘o N ,‘9900 «® ﬁo ‘(\% z
o p““‘i ot ‘10 B
A\ rgl

Mau hop: Ofloxacin STADA
Kich thugc: 42x105x18 mm
Ti 1&: 100%
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Ofloxacin STADA 200 mg
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Hop 2 vi x 10 vién nén bao phim

Thanh phin: Méi vién nén bao phim chia
Offoxacin 110022200 mg
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Ofloxacin STADA 200 mg

STADA

Tiéu chudn ap dung:
Duge dién Viét Nam IV

o T4 dugc wira di S tvien  DE XA TAM TAY TRE EM
= Chi dinh, Céch diing, Chéng chidinhva  POC KV HUGNG DAN SU DUNG
G céc thong tin khic: TRUGC KHI DUNG
f; Xin doc trong t huéng dén sif dung . = X
SPK - Reg. No.: Bao quan: Trong bao bi kin, nai kho, Ng y Ng L
8 tdnh dnh sdng. Nhiét d khéng qud 30°C S' u en Qc leu
.
X PRESCRIPTION DRUG 2 blisters x 10 film-coated tablets
Ofloxacin 200 mg | 2 & =2
Manufactured by: 2 3 4
STADA-WN J.V. Co., Ltd. S *
K63/1 Nguyen Thi Soc St, My Hoa 2 Hamlet, e @
Xuan Thoi Dong Village, Hoc Mon Dist., 2 x p
Hochiminh City, Vietnam. STADA 2 2z
) Composition: Fach film-coated tablet contains: ~ Specification:
Ofloxacin STADA 200 mg Offoxacin.......... ...200mg  Vietnamese Phamacopoeia IV
P EXCIPINS S, oo 1tablet  KEEP OUT OF REACH OF CHILDREN
8 icati inistration, Contraindicati READ THE PACKAGE INSERT
S and other precautions: CAREFULLY BEFORE USE
= Barcode Read the leaflet inside.
Store in a well-closed container, in a dry place,

protect from light. Do nat store above 30°C.
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Mau vi: Ofloxacin STADA 200 mg
Kich thudc: 40x100 mm

Mau hop: Ofloxacin STADA 200 mg
Kich thudc: 68x105x42 mm
Ti 1é: 94%
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200 mg

Ofloxacin 200 mg

001

Nha sdn xudt:

Cong ty TNHH LD STADA-VIET NAM
K63/1 Nguyén Thi Séc, Ap My Hoa 2,
Xa Xudn Thdi Déng, Huyén Héc Mén,
TP. H6 Chi Minh, Viét Nam
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Ofloxacin STADA
200 mg

crXs01Xg9

SDK - Reg. No.:

X PRESCRIPTION DRUG

Ofloxaci
200 mg

Ofloxacin 200 mg

Manufactured by:

STADA-WN J.V. Co., Ltd.

K63/1 Nguyen Thi Soc St., My Hoa 2 Hamlet,
Xuan Thoi Dong Village, Hoc Mon Dist.,
Hochiminh City, Vietnam.

Ofloxacin STADA
200 mg

¥1€0921d

Barcode

Ofloxacin STADA

LIEN DOANH
5\ STADA-VIET NAH /

Hop 10 vi x 10 vién nén bao phim

STADA

Thanh phén: Méi vién nén bao phim chifa:
OfloXaCiN w.eeeerererircrcieiciresneessennas 200 mg
Ta dugc vida dd
Chi dinh, Cdch ding, Chéng chi dinh va
cac thong tin khic:

Xin doc trong t& huéng dan s dung.

Bdo quan: Trong bao bi kin, noi khé,

trénh dnh séng. Nhiét do khéng qua 30°C.
Tiéu chudn dp dyng: Duoc dién Viét Nam IV
DE XA TAM TAY TRE EM

POC KY HUGNG DAN sU DUNG TRUGC
KHI DUNG

10 blisters x 10 film-coated tablets

n STADA

STADA |

Composition: Each film-coated tablet contains:

Ofloxacin 200 mg
EXCIPIENtS Q.5 wevueverinnisnsesssnanennnnnnn | tablet
Indications, Administration, C lications

and other precautions:

Read the leaflet inside.

Store in a well-closed container, in a dry place,
protect from light. Do not store above 30°C.
Specification: Viethamese Pharmacopoeia IV
KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Chai 100 vién nén bao phim

Rx musc sin THEO BON

Ofloxacin STADA
200 mg

Ofloxacin 200 mg

TUQ. TONG GIAM POC
GIAM POC
NGHIEN CUU PHAT TRIEN “

Ds. Nguyén Ngoc Liéu

i
LIEN DOANH
TADA-VIET HAN

KB3/1 Nguyén

Kich thu6c: 35x120 mrm

Thanh phin: M3 vien nén bao phim chia:
Otloxacin .. 200 g
Ta duoc vita dis .1 vien
Chi dinh, Cich dimg, Chilng chi dinh va
cic thing tin khic:

Xin doc trong W huong din sit dung,

Bio quim: Trong bao b kin, nal kho,

tranh dnh sang, Nhiét do khéng qua 30°C.

Titn chudn dp dyng: Dugc dién Viet Nam IV
XA TAM TAY TRE EM

X DAN U/ DYNG TRUGC

v

Thanh phan: Mbi vién nén bao phim chia:
Ofloxacin -

Té dugc vira da ...
Chi dinh, Céch ding, Chéng chi dinh va
céc thong tin khac:

Xin doc trong 15 hudng dan s dung.

Bao quan: Trong bao bi kin, nai kho,

tranh dnh sdng. Nhiét do khong qud 30°C.
Tiéu chudn dp dung: Dugc dién Viet Nam IV
DE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC
KHI DUNG

SDK - Reg. No.:

5616 SX - Batch No. / NSX - Mig. date / HD - Exp. date:

i sin s Cong ty TNHH LD STADAVIET NAM

Huyen Minh, Vit

55x87x55

Ofloxacin STADA
200 mg

Ofloxacin 200 mg

$6¢, Ap My Hoa 2. Xi Xuan Thai Bong,

vién nén bac phim
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Ry THUGC BAN THEO DON / PRESCRIPTION DRUG
and other precautions:

Mau hop:

Ofloxacin STADA 200 mg
Kich thudc: 55x87x55 mm

Tile: 87%

RX PRESCRIPTION DRUG

Ofloxacin STADA
200 mg

Ofloxacin 200 mg

Compasition: ach iim.coated tablet contains:

Scal 5 indicat

Read the lealet inside.

Store in @ well-closed comainer, in a dry place,
protect irom light. Do not store above 30°C.
Specification: Vietnamese Pharmacopoeia IV
KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY

ottle of 100 film-coated tablets

56 16 5X - Batch No. / HD - Exp. date:

B

Composition: Each film-coated tablet contains:
Ofloxacin.... 2

Excipients ¢
Indi cati Administration. C P
and other precautions:
Read the leaflet inside.

Store in a well-closed container, in a dry place,
protect from light. Do not store above 30°C.
Spedification: Vietnamese Pharmacopoeia IV
KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Ofloxacin STADA 200 mg

THANH PHAN
Méi vién nén bao phim chira:
Ofloxacin .
Ta duoc vir
(Tinh bét ngd, microcrystallin cellulose, tinh bét natri glycolat, povidon, magnesi
stearat, hypromellose, macrogol 6000, titan dioxyd, talc)

MO TA . )

Vién nén tron, bao phim mau trang, hai mat khum, mét mat khac vach va mét mat
tron.

DUQC LYC HQC
Ofloxacin 1a mét dan xuét acid carboxylic nhém quinolon cé hoat tinh khang
khuén phd réng déi véi ca vi khudn gram (-) va gram (+). Ofloxacin thé hién hoat
tinh khang khugn clia né qua viéc (rc ché DNA gyrase, mdt topoisomerase clia vi
khudn. DNA gyrase |a mot enzym can thiét cho viéc kiém soat hinh thai DNA va
giUp téi tao, stra chira, 1am bt hoat va sao chép DNA. C6 sy d& khang chéo gilra
ofloxacin va céc fluoroquinolon khac. Néi chung khéng cé sy dé khang chéo gitra
ofloxacin va cac nhém khang khudn khac nhu beta-lactam hodc aminoglycosid.

DUQ'C DONG HQC
Ofloxacin dwec hép thu nhanh va tét qua dwéng tiéu hod. Sinh kha dung duwdong
ubng dat g&n 100% va ndng dé dinh trong huyét tvong dat duoc sau 1 - 2 gio
khoang 3 - 5 mcg/ml sau khi uéng liéu 400 mg. Hap thu bj cham lai khi cé thirc &n
nhung ti 18 hép thu khéng bj anh huéng dang ké.

Khoang 25% thubc dwoc gén véi protein huyét twong. Ofloxacin duoc phan b
réng khap vao céc dich co thé, ké ca dich ndo tdy, va xam nhap tét vao cac mo.
Thubc qua nhau thai va phan bé trong sira me. Thuéc con hién dién trong mat.
Sy dao thai cua ofloxacin qua hai pha; thdi gian ban thai khoang 4 - 5 gid va 20 -
25 gi® 1&n lvot & 2 pha. Nhitng thdng sé nay trong trudng hep suy than 1a 15 -
60 gi¢. Sy chuyén héa co gi¢i han thanh cac chét chuydn héa desmethyl va N-
oxyd; desmethylofloxacin cé hoat tinh khang khudn trung binh. Ofloxacin duwoc
thai trir cha yéu qua thzn. Thuéc duoc loc qua cu than va bai tiét qua éng thgn
va khoang 65 - 80% liéu duoc bai tiét qua nuéc tidu dudi dang khong chuyén
hoa trong 24 - 48 gid, din dén ndng dd thubc trong nuéc tidu cao. Dudi 5%
thuéc duoc bai tiét qua nudc tiéu dudi dang cac chat chuyén hoa. 4 - 8% lidu
dung duwgc bai tiét qua phan.

Chi mét lvgng nhd ofloxacin duoc thai trir bang cach thdm phan mau hoéc thdm
phan mang bung.

CHI BINH
Ofloxacin STADA 200 mg duoc chi dinh trong diéu tri cc bénh nhim tring gay
ra b&i cac vi khuan nhay cam:

- Nhiém tring duwong tiéu trén va dudi.

- Nhi&m trung dudng hé hép dudi.

- Viém tuyén tién liét.

- Nhiém lau cAu cd t& cung va niéu dao khéng bién chirng.

- Viém cd tl cung va viém niéu dao khéng do lau cau.

- Nhiém tring da va mé mém.

LIEU LWUQNG VA CACH DUNG
Ofloxacin STADA 200 mg duoc dung bang dudng ubng.

Liéu lwgng ofloxacin phy thudc vao loai va mirc d6 nang clia nhidm tring.
Khoang liéu cho nguoi Ién: 200 - 800 mg/ngay.

C6 thé dung don liéu 1én dén 400 mg, tét nhét 1a vao budi sang, lidu I6n hon nén
chia thanh hai lidu.

Théng thuong, céc lidu don 1é duoc ubng cach khodng thei gian twong ty nhau.

- Nhiém tring dudng rié_u dwéi: 200 - 400 mg/ngay.

- Nhé‘ém triung dudng tiéu trén: 200 - 400 mg/ngay, néu can, tang liéu Ién 400 mg x
2 lan/ngay.

- Viém tuygn tién liét: 300 mg mdi 12 gi& trong 6 tudn.

- Ighiém tring dudng hé hap dudi: 400 mg/ngady, néu cn tang lidu 1én 400 mg x 2
lan/ngay. .

- Nhiém Idu cdu c6 t cung va niéu dao khéng bién ching: Liéu duy nhat 400 mg.

- Viém Zé ter cung va viém niéu dao khéng do ldu cu: 400 mg/ngdy don lidu hodc
chia lieu.

- Nhiém tring da vé mé mém: 400 mix 2 lan/ngay.

- Ngudi suy chirc ndng than: Sau lidu khdi ddu théng thuéng, nén gidm lidu &
nhirng bénh nhan suy chirc nang than.

- Tré em: Khong khuyén cdo dung ofloxacin cho tré em va tré vi thanh nién dang Ion.
Thoi gian didu tri phu thudc vao mirc d6 nang cta nhidm tring va dap (&ng voi
diéu trj, thong thudng tir 5 - 10 ngay ngoai trir nhidm lau ciu khéng bién ching
duwoc khuyén cao dung lidu duy nhét.

Thai gian didu tri khéng nén qué 2 thang.

CHONG CHI BINH

- Bénh nhan qua man vé&i cac thubc khang khuén nhém 4-quinolon hodc bét ky
thanh phén ta dwoc ndo cua thube.

- Bénh nhan cd tién sir viém gan.

- Bé&nh nhan c6 tién sir dong kinh hodc cé nguéng déng kinh thap.

- Tré em hodc tré vi thanh nién dang I&n va phu ni¥ cé thai hodc cho con by, vi cac
thir nghiém trén thu khéng loai trlr dwoc hoan toan nguy co gay thodi héa sun
clia cac khop & cé thé dang phat trién.

- Bénh nhan thiéu hut hodc thiéu hut tidm &n hoat tinh glucose-6-phosphat
dehydrogenase dé& bj phan (ng tan huyét khi diéu tri véi cac thubc khang khuén
quinolon.

THAN TRONG

- Cang nhw cac quinolon khéc, ofloxacin ¢ thé gay cac phan (ng qua man ngu
hiém, c6 kha nang tir vong, ddi khi xay ra sau liéu khdi dAu. Bénh nhan nén biét v
kha nang nay, ngung lhugc va théng béo cho béc si khi ¢ du hiéu ddu tién cla
phat ban, mé day, hoc cac phan (rng & da khac ciing nhu bét ki déu hiéu nao
khac clia qua man nhw nhip tim nhanh, khé nubt hoic khé thd, hodc bét ki biéu
hién n&o cua chirng phii mach (nhu sung méi, Iwdi, mat; dau hong; khan giong).

Bénh nhan dang dung ofloxacin nén ngung thuéc va hdi y kién bac si néu thay
dau, viém, hodc dut gan va nghi ngoi, han ché van déng dén khi chdn doan
chirng viém géan hoédc dirt gan duwoc loai trir.

- Than trong khi dung thubc cho nhirng bénh nhan c6 tién st b bénh tam than
hoac bénh nhan méc chirng loan than kinh.

- Dung céc thubc khang sinh, d&c biét kéo dai, cé thé d&n dén sy gia ting nhanh
céc chling d& khang. Do do, phai kiém tra tinh trang bénh nhan dinh ky. Néu xay
ra nhidm trung khéc, can dung céc liéu phép thich hop.

TUONG TAC THUOC

- Dung ddng thdi v&i cac thube khang acid chira magnesi/nhém, sucralfat, k&ém
ho#c céc thubc chira ion c6 thé 1am gidm sy hép thu. Do d6, nén uéng ofloxacin
2 gi& trwdre khi dung céc ché phdm nay.

- Khi dung dbng théi cac thubc nhém quinolon véi theophyllin, céc thuéc khang
viém khéng steroid c6 thé 1am gidm ngudng déng kinh néo thdp hon.

- Thubc trj déi thdo dudng: Sy thay ddi néng dd dudng trong mau dan dén ha
dudng huyét da duoc bdo céo & nhirng bénh nhan dai thdo duwdng dung déng
th&i ofloxacin va cac thubc tri dai thao dudng (nhw insulin, glyburid).

- Kéo dai thoi gian chdy mau d& dugc bao cao khi str dung chung ofloxacin va
thuéc chéng déng.

- Thuéc chdng loan nhjp tim: Dung ddng thei véi cac thube chéng loan nhip tim cé
thé 1am tang nguy co kéo dai khoang QT trong qué trinh diéu tri v&i ofloxacin.
Nén tranh dung déng thdi véi cac thube chéng loan nhip nhém IA (nhw quinidin,
procainamid) hodc nhém |l (nhw amidaron, sotalol).

- V6i lidu cao quinolon, cé thé gidm bai tiét va gia ting ndng do trong huyét thanh
khi dung ddng théi véi cac thubc duoc bai tiét qua dng than (nhu probenecid,
cimetidin, furosemid va methotrexat).

- Anh hudng dén két qué xét nghiém: Trong qua trinh didu tri véi ofloxacin, viéc
xéac dinh thudc phién hodc porphyrin trong nuéc tidu coé thé cho két qua duwong
tinh gia.

PHY N CO THAI VA CHO CON BU
Phy nir cé thai
Dén nay, chwa cé cac nghién clru ddy du va duoc kidm soat vé viéc st dung
ofloxacin cho phy ni¥ cé thai. Giéng nhu hdu hét cac fluoroquinolon khac gay
bénh khédp & thu con non, khéng nén dung ofloxacin cho phy nir ¢6 thai.

Phy ni¥ cho con bu

Ofloxacin phan bd vao sira me. Do khd nang gay céac tac dung phu nguy hiém
cua ofloxacin cho tré ba me, nén quyét dinh ngung cho con bd hodc ngung dung
thudc sau khi can nhic tAm quan trong cia thubc déi véi ngudi me.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Do c6 mét vai bao céo vé tinh trang ngui o mo, gidm céc ky ndng, chdng mét va
réi loan thj gidc, bénh nhan nén biét phan (rng clia co thé véi ofloxacin truéc khi
1ai xe va van hanh may méc. Ruou cling 1am gia tang tac dung phu cla ofloxacin.

TAC DUNG PHY
Thuong gdp

- Tiéu hod: Nén, budn nén, tiéu chay, dau bung va réi loan tiéu hoa. )

- Hé thén kinh trung vong: Dau dAu, chéng mat, mét mai, run, budn ngti, mét ngu,
&c mong va réi loan thj giac.

- Da; Phat ban da, nglra, phan (*ng da kiéu qua man.

Hiém gép

- Hé thégn kinh trung vong: Ao giéc, loan tam than, trdm cam co giat.

- Da: Viém mach, héi chirng Stevens-Johnson va hoai t& nhiém déc da.

QUA LIEU VA CACH XU TRI
Qué4 liéu .
D4u hiéu quan trong nhét c6 thé xay ra sau qua liéu cAp la cac triéu chirng & than
kinh trung wong nhu nham 1an, hoa mét, kém tinh tao va céc con dong kinh cling
nhw céc phan (rng & dudng tiéu hdéa nhw ndn va &n mon niém mac.

Diéu tr .

Trwong hop qué lidu, cac budc can thye hién nhdm loai bd ofloxacin chua hé
thu nhu rira da day, ubng céc chat hdp phu va natri sulfat, néu cé thé trong sudt
30 phut d4u dwoc khuyén ding; nén dung cac thudc khang acid d& bao vé niém
mac da day. .

Co thé gia tang thai trir ofloxacin béng loi tiéu cuéng birc.

BAO QUAN : Trong bao bi kin, noi khd, tranh anh sang. Nhiét d6 khéng qué 30°C.

HAN DUNG : 48 thang ké tir ngay san xuét.

DONG GOI : Vi 10 vién. Hop 1 vi.

Vi 10 vién. Hop 2 vi.
Vi 10 vién. Hop 10 vi.
Chai 100 vién. Hop 1 chai.

TIEU CHUAN AP DUNG: Duoc dién Viét Nam IV.
THUOC NAY CHI DUNG THEO BON CUA BAC ST

Dé xa tdm tay tré em
Khéng dang thubc qué thdi han s dung
Doc ky huéng dén st dung trube khi ding
Néu can thém théng tin, xin hoi y kién béac si
Théng béo cho bac si nhirng téc dung khéng mong muén
gdp phai khi str dung thuéc

Ngay duyét néi dung toa: 30/11/2013. §

Nha san xuét:
CTY TNHH LD STADA-VIET NAM

K63/1 Nguy&n Thi Séc, Ap My Hoa 2,
X3 Xuédn Thoi Pong, Huyén Hoc Mon,
Tp H6 Chi Minh, Viét Nam
DT: (+84) 8 37181154-37182141 o Fax: (+84) 8 37182140
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STADA

GIAM POC NGHIEN CUU PHAT TRIEN
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