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TO HWONG DAN SU’ DUNG THUOC

Hwéng dan st dung thudc cho nguwdi bénh

Tén thudc va dang bao ché

MENAZIN® 200mg

Ofloxacin
Vién nén bao phim

DPoc ky hwéng dan st dung trede khi dung

Dé xa tam tay tré em

Théng bao ngay cho bac sT hodc dwoc sTnhirng tac dung khéng mong muén gap phai khi st dung thuée
Thuéc nay chi ding theo don ctia bac si

Thanh phin, ham lwong cla thudc

Mai vien MENAZIN 200mg chira ofloxacin 200 mg.

Ngoai ra thudc con chira cac ta dwoc sau: Croscarmellose natri, povidon, lactose monohydrat, cellulose vi tinh
thé&, magnesi stearat, Opadry white-Y-1-7000, macrogol 6000.

M6 ta san pham
Vién nén bao phim mau trdng, tron, dwdng kinh 9,5 mm. M

Qui cach déng goi
Hop chra 10 vi, mi vi chira 10 vién nén bao phim.

Thubc ding cho bénh gi
MENAZIN 200mg dwoc dung dé diéu tri cac bénh sau: Viém phé quan nang do vi khuan, viém phéi, nhiém
khudn Chlamydia tai co t&r cung hodc niéu dao cé hodc khéng kém lau, lau khéng bién chieng, viém tuyén tién

liet, viem dweng tiét nigéu, nhiém khun da va mé mém.

Nén ding thuéc nay nhw thé nao va liéu lvong

Ludn ludn ding thudc theo ding chi dan cla bac sT va ludn doc ky hwéng dan st dung thudc trwrde khi diing.
Nén ubng nguyén vién thuéc véi nwde. Nén udng cach xa cac thudc khang acid chira nhém hodc magnesi,
sucralfat, hay ch& pham chira sét it nhat 2 gi¢ do céc thubc nay co thé lam gidm hép thu ofloxacin.

Lidu dung cho nguai Ién

- Viem phé quan dot bénh nang do nhigm khuan hodc viém phdi: Udng 400 mg cach 12 giér mét Ian, trong 10
ngay.

- Nhi&m Chlamydia (trong cd tl cung va niéu quan); uéng 300 mg, cach 12 gi¢r mét [An, trong 7 ngay.

_ Lau, khéng bién chirng: Udng 400 mg, 1 liéu duy nhét.

- Viém tuyén tién liét: udng 300 mg, cach 12 gitr mét 1an, trong 6 tudn.

1
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_ Nhi&m khuan da va mé mém: Uéng 400 mg, cach 12 gi& mét 1an, trong 10 ngay.
- Nhiém khuan duéng tiét niéu:

+ Viém bang quang do E. coli hodc K. pneumoniae: uéng 200 mg, cach nhau 12 gi& mét Ian, trong 3

ngay.
+ Viém bang quang do cac vi khudn khac: Uéng 200 mg, cach nhau 12 gi&r mét 1an, trong 7 ngay.
+  Nhiém khuan duéng tiét nigu cod bién chieng: Udng 200 mg, cach 12 gié mét lan, trong 10 ngay.

Liéu dung cho nguoi suy chire nang than

Dd thanh thai creatinin > 50 ml/phat: Liéu khang déi, udng cach 12 gier mét 1an.
Dé thanh thai creatinin: 10 - 50 ml/phut: lidu khéng ddi, uéng cach 24 gir mét 1an.
D4 thanh thai creatinin < 10 ml/phit: Uéng nlva lidu, cach 24 gidr mét 1an.

Liéu diung cho ngudi dang thdm phén méu/thdm phéan phuc mac: 100 mg cach 24 gier mét lan,

Ligu dung cho ngudi gid: Nhur lidu nguwdi 1én triv khi bj suy gan hay suy than.
Tré em cho téi 18 tudi: Khdng dwoc dung.

Khi nao khéng nén ding thuéc nay
Khéng dung MENAZIN 200mg néu:
- Co tign str gua man vai ofloxacin, cac quinolon khac va/hadc cac thanh phan khac cé trong ché pham.
- Da tirng bi viém gan.
Dang bi hay cé tién str bi bénh déng kinh hodc coé nguéng co giat thap.
-~ Tré dwéi 15 tudi, ngwrdi mang thai hodc cho con bu.

Tac dung khéng mong muén

Gibng nhu tit ca cac thubc, thubc nay co thé gay ra cac tac dung phu, tuy khang phai tt ca moi ngudi déu méc
phai.

Thuwong gap: Budn ndn, ndn, tieu chay, dau bung va rdi loan tiéu hoa, dau dau, chéng mat, mét méi, run, méat
ngt, ac mdng, rdi loan thi gidc, phat ban, ngtra, phan (ng da kiéu qua man.

It gap: Dau va kich (ng chd tiém, déi khi kém theo viém tinh mach va viém tinh mach huyét khéi.

Hiém gdp: Ao giac, phan (rng loan than, trdm cam, co giat, viém mach, hdi chizng Stevens - Johnson va hoai tc
nhiém ddc cua da.

Nguwng str dung va bao ngay véi bac sictia ban néu ban bj bat ky phan (rng nao sau day: dau gan, nudc
tiéu sAm mau, tiéu chay nhiéu Ian voi thé chat phan rat 1dng va cé 1An mau, da bong tréc, nglra hay ndi man,
cang hodc dau khép, sét, phu mat hay méi, thé khd khe hay khé thd, nhip tim nhanh, cam thdy ngudi ué cdi hay
suy nhwoc.

Nén tranh ding nhirng thuéc hodc thwe phdm gi khi dang sr dung thudc nay
Théng béo cho bac s néu ban dang dung hodc vira moi dung cac thuéc sau:
Thuédc chdng viém khong steroid (NSAIDs) nhw aspirin, diclofenac, dipyron, indomethacin, paracetamol.
Amoxicilin.
Thubc khang acid chira nhém va magnesi.
Thubc chéng déng nhw warfarin hay cac dan xuét cla no.
- Cimetidin.

- Furosemid.

MEDOCHEMIE LTD
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Glibenclamid.
- Methotrexat.
Probenecid.
Theophylin.
Thudc kéo dai khodng QT (nhu thude chéng loan nhip nhom IA va Ill, thubc chéng trdm cam 3 vong,

macrolid, thubc diéu tri roi loan tam than).

Can Iam gi khi mét 1an quén dung thudc nay
Néu ban quén dung mét liu, nén ubng ngay khi ban nhé ra tri khi g&n dén théi gian ubng lidu ké tiép. Khang
dung gép dai lidu & 1an ké tiép dé bu cho ligu da quén.

Cin bao quan thuédc nay nhw thé nao
Bao quan trong bao bi kin, nhiét do dwdi 30°C. Tranh anh sang

Nhirng dau hiéu va triéu ching khi dung thudc qua liéu
Qua lidu cAp thuwong gap cac triéu chirng nhu cac phan ¢ng & dueng da day rudt, nhw budn nén, nén mira va

x6i mon bé& mét niém mac. Co giat, choang vang, mat y thive va déng kinh.

Cén phai 1am gi khi diung thuéc qua liéu khuyén cao
Trong trwéng hop ban dung nhiéu hon so véi ligéu khuyén céo, ngay 1ap tirc théng bao cho béac sT cla ban hoac
dén trung tam y t& gan nhat d& duoc huéng dan.

Nhirng didu can than trong khi dung thubc nay
Can than trong khi dung thubc nay trong cac truéng hop sau:

Bénh dang kinh hodc cé tién st réi loan than kinh trung wong.
Pang cé thai hodc dang cho con bu.
Bénh do Clostridium difficile.
- Réiloan tim.
Tién st réi loan tam than.
Suy giam chirc ndng gan.
- Suy than.
- Pang dwoc didu tri véi thube dbi khang vitamin K.
- Chtng nhuwoc co nang.
- Beénh than kinh ngoai bién.
_ Thiéu hut glucose-6-phosphate-dehydrogenase.
Thudc c6 thé gay ra phan (ng di (ng va qua man sau khi udng lidu dau. Phan (rng phan vé c6 thé dan dén sbc
phan vé de doa tinh mang, ngay ca sau khi uéng lidu dau tién. Trong nhirng treéng hop nay nén ngung didu tri
véi ofloxacin va bao ngay véi bac si dé cé liéu phap diéu tri thich hop.
Ofloxacin cé thé gay suy giam ky nang, chong mét, budn ngl va suy gidm thj giac. Do do khong nén lai xe hay

van hanh may méc cho dén khi biét ré ban khéng bj nhirng tac dung nay.

Khi nao can tham van bac si, dwoc si
Ban can tham khéo y kién bac sT trude khi dung trong cac treong hop nhu deoc néu trén day trong muc “Nhing
diéu cén than trong khi dung thudc nay’".

Trang 3/8
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Néu cén thém théng tin, xin héi y kién bac si.

Han str dung cia thuéc
36 thang ké tlr ngay san xuat.

Tén va dia chi ciia co s& san xuét

MEDOCHEMIE LTD - CENTRAL FACTORY
Bia chi: 1-10 Constantinoupoleos Street, 3011, Limassol, Céng hoa Sip.

Hwéng dan sie dung thudc cho can bd y té

Cac dac tinh dwoc Iwce hoc, dwere dong hoc
Dworc lwrc hoc

Nhom dwoc ly: Khang sinh nhdm fluoroguinolon.

Ma ATC: JOTMAD1.

Ofloxacin 1a thubc khang khuadn nhém fluoroquinolon co tac dung diét khudn. Co ché tac dung chua duoc biét
day dd. Gidng nhw cac thubc quinolon khang khuén khéc, ofloxacin trc ché DNA - gyrase la enzym can thiét cho
qué trinh nhan ddi, phién ma va tu sta DNA cua vi khuan.

Céac chung vi khuan gay bénh sau dwoc xem |& nhay cam voi thubce: Chlamydiae, Citrobacter, Enterobacter,
Escherichia coli, Gardnerella, Haemophilus influenzae, Hafnia, Klebsiella, Legionella, Neisseria sp., Proteus (ca
ching dwong tinh va am tinh véi indol), Staphylococcus aureus (k& ca cac tu cau khudn khang methicilin) va
Staphylococcus epidermidis.

Su nhay céam v&i ofloxacin khac nhau gira cac ching Mycoplasma sp., Pseudomonas aeruginosa, Serralia
marcescens va Streptococcus sp.

Cac vi khudn ky khi nhw Bacteroides sp., Eubacterium sp. Fusobacterium sp., Peptococcus sp. va
Peptostreptococcus sp. thuwérng khang ofloxacin.

Ofloxacin khang cé tac dung khang khuén déi véi Treponema pallidum.

Dwoc déng hoc

Hép thu

Ofloxacin dwoc hap thu nhanh va tét qua dudng tiéu hda. Kha dung sinh hoc qua duong uéng khoang 100% va
c6 ndng @ dinh huyét tvong 3 - 4 microgam/ml, dat dwoc 1 - 2 gier sau khi udng 1 liéu 400mg. Hap thu bj cham
lai khi cé thire &n nhung ti 1€ hap thu khéng bi anh hudng. Niva doi trong huyét twong 1a 5 - 8 gid; trong trudng
hop suy than, co khi kéo dai 15 - 60 gi¢r tiy theo mikc 6 suy than, khi d6 can diéu chinh liéu.

Phéan b6

Ofloxacin dwoc phan bd rong khép vao cac dich co thé, ké ca dich nao tly va xam nhap tét vao cac mé. Khoang
25% ndng do thubc trong huyét trong gén vao protein huyét tvong. Thudc qua nhau thai va tiét qua stra. Co

ndng dd twong ddi cao trong mat.

MEDOCHEMIE LTD
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Chuyén héa

Khi dung liéu don, it hon 10% ofloxacin dwoc chuyén héa thanh desmethyl - ofloxacin va ofloxacin N - oxyd.
Desmethyl - ofloxacin cé tac dung khang khudn trung binh.

Thai trv

Thubc dwoc loc qua cAu than va bai tiét qua dng than. Khoang 75 - 80% thube duoc bai tiét qua nwoc tiéu dudi
dang khdng chuyén hoa trong 24 dén 48 gio, lam nong d6 thuée trong nudc tidu cao. Dudi 5% thudce dugc bai
tiét dwéi dang chuyén hoa trong nuwde tidqu; 4 dén 8% thude bai tiét qua phan. Chi mét lveng nhd ofloxacin duoc
thai bang tham phan mau.

Chi dinh
Vién nén MENAZIN 200mg duoc chi dinh trong cac bénh sau:
Viém phé quan nang do vi khuan, viém phdi.
Nhiém khudn Chlamydia tai ch e cung hodc niéu dao cé hodc khdng kem lau, lau khong bién chirng, viém
tuyén tién fiét, viem dwong tiét niéu.
- Nhi&m khuan da va mé mém.

Liéu dung va cach dung
Ngueoi Ién

_ Viém phé quan dot bénh nang do nhim khudn hoac viém phéi: Uéng 400 mg cach 12 gi¢* mét lan, trong 10
ngay.

_ Nhi&m Chlamydia (trong cd tt cung va niéu quan): uéng 300 mg, cach 12 gi¢ mét an, trong 7 ngay.
Lau, khdng bién chirng; Udng 400 mg, 1 lidu duy nhat.
viem tuyén tién liét: uéng 300 mg, cach 12 gie mdt Ian, trong 6 tuan.

_ Nhiém khuén da va mé mém: Udng 400 mg, cach 12 gi&y mdt 1an, trong 10 ngay.

- Nhi@m khuan dweéng tiét nigu:
+ Viém bang quang do E. coli hodc K. pneumoniae: udng 200 mg, cach nhau 12 gi&' mot l&n, trong 3

ngay.
+ Viém bang quang do cac vi khuan khac: Uéng 200 mg, cach nhau 12 gie mét lan, trong 7 ngay.
+  Nhidm khuan dweng tiét nigu co bién chieng: Uéng 200 mg, cach 12 gie mdt 1an, trong 10 ngay.
Ngudi I6n suy chire ndng than

D6 thanh thai creatinin > 50 ml/phat: Liéu khong ddi, ubng cach 12 gier mét 1an.
_ Db thanh thai creatinin: 10 - 50 ml/phat: lidéu khong déi, uéng cach 24 gie mét Ian.
_ P thanh thai creatinin < 10 mi/phut; Udng niva liéu, cach 24 gié mot 1&n.

Thdm phan mau/thdm phén phic mac: 100mg cach 24 giy mét 1an.

Nguoi gia: Nhw lidu ngudi 1on trie khi bi suy gan hay suy théan.

Tré em cho t&i 18 tubi: Khdng khuyén céo dung.

Cach ding

Nén udng nguyén vién thudc voi nwdc. Nén udng cach xa cac thube khang acid chiva nhém hodc magnesi,
sucralfat, hay ché phdm chia sét it nhat 2 gi¢ do cac thube nay co thé lam giam hap thu ofloxacin.

Chéng chi dinh
Nguéi cé tién si qua man vi ofloxacin, cac quinolon khac va/hodc cac thanh phan khac co trong ché phém.

MEDOCHEMIE LTD
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Nguroi co tién st viem gan.
Nguw&i dang bi hay co tidén st bi bénh déng kinh hodc co ngudng co giat thap.

Tré duwi 15 tudi, ngwei mang thai va cho con bl do cac thuéc diét khuan fluoroguinolon nhu ciprofloxacin,

ofloxacin co thé gay thodi hoa sun khdp & cac khdp chiu luc trén stc vat thir nghiém.

Cac treng hop than trong khi dung thuéc

Phai dung than trong déi véi ngudi bénh déng kinh hodc ¢ tién st réi loan than kinh trung wvong.

Phai giam liéu dbi v&i ngudi bénh bi suy than.

P4 co6 bao cao vé phan &ng di ng va qua man voi fluoroguinolon sau khi udng liéu ddu. Phan &ng phan vé co
thé dan dén séc phan vé de doa tinh mang, ngay ca sau khi udng liéu dau tién. Trong nhirng trudng hop nay
nén ngwng didu tri vai ofloxacin va bat dau liéu phap diéu tri sbc thich hop.

Nén dung thude than trong & bénh nhan bi bénh do Clostridium difficile, bénh nh&n co nguy co bi déng kinh, rbi
loan tim, tién s réi loan tam than, bénh nhan suy gidam chirc nang gan, dang duwoc diéu tri véi thube déi khang
vitamin K, chi*ng nhwoc co nang, bénh thAn kinh ngoai bién, nguwei thiéu hut glucose-6-phosphate-

dehydrogenase.

Phu ni¥ ¢6 thai va cho con bu

Ofloxacin qua nhau thai. Cting phat hién thay ofloxacin trong nwéc 8i clia hon mét nira s6 ngudi me mang thai
cé dung thudc. Chura cé nhirng nghién clru duoc theo doi tot va day du trén ngudi. Tuy vay, vi ofloxacin va céac
fluoroquinolon khac gay bénh vé khép & suc vat non, khdng nén ding ofloxacin trong théi ky mang thai.
Ofloxacin dwoc bai tiét vao sia me voi ndng dd tuong tw nhw trong huyét trong. Cac fluoroquinolon da dugc
biét [a gay tdn thwong vinh vign & sun cla nhitng khé'p chiu I va ca nhiéu du hiéu bénh Iy khac vé khop &
s(c vat non. Vi vay néu khang thé thay thé bang khang sinh khac va van phai dung ofloxacin thi khéng nén cho
con bu.

Anh hwéng cua thubc dén kha nang lai xe va van hanh may méc

Ofloxacin cé thé gay suy gidm ky nang, chéng mat, budn ngl va suy giam thi gidc. Do dé b&nh nhan nén dugc
khuy&n khdng nén l4i xe hay van hanh may méc cho dén khi biét rd ho khdng bi nhirng tac dong béi thudce.
Ruou cd thé lam nang thém nhirng tdc dung nay.

Twong tac thudc

Thubc chéng viém khéng steroid (NSAIDs): Ubdng déng thoi ofloxacin véi cac thube chdng viém khong steroid
(aspirin, diclofenac, dipyron, indomethacin, paracetamol), tac dung gay rbi loan tdm than khéng tang (sang
khoai, kich dong qua mikc, loan than). Khong can co sw than trong déc biét khi dung cac khang sinh quinolon vai
cac thubc chéng viém khéng steroid.

Amoxicilin; St h&p thu ofloxacin khéng bi amoxicilin fam thay dai.

Thuéc khéng acid: Mirc ofloxacin trong huyét thanh cé thé gidm xuéng dwéi ndng dé diéu tri khi dung dong tho
voi cac thude khang acid chira nhém va magnesi.

Thuéc chéng dong: Ofloxacin c6 thé lam tang dang ké tac dung chdng déng mau cda warfarin hay cac dn xuét
clia N6 do sw chiém chd tai vi tri gan két voi huyét thanh tlr d6 lam kéo dai thei gian chdy mau. Néu can thiét
phai phéi hop, nén kiém soat thei gian prothrombin va diéu chinh liéu néu can.

Cimetidin: Do cimetidin trai qua s bai tiét & éng than, dung phdi hop véi quinalon lidu cao cé thé lam gidm bai

tiét quinolon va tang ndng dé quinolon huyét thanh.

MEDOCHEMIE LT
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Furosemid: Do furosemid trai qua su bai tiét & &ng than, dung phéi hop véi quinolon lidu cao co thé lam gidm bai

tiét quinolon va tang ndng dé quinolon huyét thanh.
Glibenclamid: Dung déng thei véi ofloxacin c6 thé lam tang ndng dd glibenclamid huyét thanh.

Methotrexat. Do methotrexat trai qua sy bai tiét & dng than, dung phdi hop véi quinolon ligu cao co thé lam gidm

bai tiét quinolon va tang ndng dd quinolon huyét thanh.

Probenecid: Do probenecid trai qua st bai tiét & dng than, dung phéi hop véi quinolon liéu cao co thé 1am gidm

bai tiét quinolon va tang ndng dd quinolon huyét thanh.

Theophylin: Diing chung quinalon v&i theophylin, va cac thuéc khac lam gidam nguwéng co giat co thé lam thap

hon niva ngwdng co giat & nao.

Thuéc kéo dai khodng QT: Gibng cac fluoroquinolon khac, ofloxacin nén dung than trong @ bénh nhan dang
dung cac thudc kéo dai khoang QT (nhw thudc chdng loan nhip nhém 1A va il thuéc chéng tram cam 3 vong,
macrolid, thudc diéu tri rbi loan tam than).

Tac dung khéng mong muén
Thuong ofloxacin dwgec dung nap tét. Ti 18 tac dung khong mong mubdn cla ofloxacin, ciprofloxacin va céac thude

khang khudn fluoroquinolon khac twong tu ti 18 g&p khi dung cac quinolon thé hé truée nhu acid nalidixic.

Thuwong gdp, ADR > 1/100
Tiéu héa: Budn nén, ndn, tiéu chay, dau bung va réi loan tiéu hoa.
Than kinh: Dau du, chong mat, mét mdi, run, méat ngu, ac méng, rdi loan thi giac.

Da: Phat ban, ngra, phan ¢ng da kiéu gua man.

It gap, 1/1000 < ADR < 1/100

Bau va kich (rng chd tiém, déi khi kém theo viém tinh mach va viém tinh mach huyét khoi.

Hiém g&p, ADR < 1/1000

Than kinh: Ao giac, phan (¢ng loan than, trdm cam, co giat.

Da: Viém mach, hdi chieng Stevens - Johnson va hoai t&r nhiém déc cua da.

Bénh nhan nén dwoc khuyén ngung str dung va béo ngay voi bac si néu gap bat ky phan trng nao sau
day. dau gan, nwoc tidu sAm mau, tiéu chdy nhidu 1an voi thé chat phan rat Iong va c6 1&n mau, da bong troc,
ngtra hay ndi man, cang hodc dau khop, sbt, phi mat hay méi, thd kho khé hay khé thé, nhip tim nhanh, cam

thay nguei ué 0ai hay suy nhugc.

Qua liéu va cach xdv tri

Tridu ching: Qua lidu cip thuwéng gap cac triéu ching nhu cac phan (ng & dudng da day rudt, nhw budn nén,
non meka va xdi mon bé mat niém mac. Co giat, choang vang, mét y thirc va dong kinh.

XU tri.

Trong trwéng hop qua lidu, nén ap dung didu tri triéu ching. Nén thep dai dién tam dd vi co thé kéo dai khoadng
ar.
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So ciru, néu cb thé trong vong 30 phut sau khi qua liéu, loai ofloxacin chwa bj hap thu bang cach dung céc chat
hap thu, mudi Natri sulphat va rira da day. Bdo vé niém mac da day bang cac thudc khang acid. Sy dao thai
ofloxacin co thé duoc gia tang nhd tang cuong loi tiéu. Dung cac bién phéap diéu tri khac nhw diéu tri triéu

chirng va didu tri hd tro.

Piéu kién bao quan

Trong bao bi kin, nhiét dé duwdi 30°C. Tranh anh sang.

Han diing cla thuéc

36 thang ké tr ngay san xuét.

Tén va dia chi clla co s& san xuét

MEDOCHEMIE LTD - CENTRAL FACTORY

Dia chl: 1-10 Constantinoupoleos Street, 3011, Limassol, Cdng hoa Sip.
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