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CHi BINH, CHONG CHi BINH, CACH ;'
DUNG, LIEU DUNG VA CAC THONG TIN [
KHAC: Xem 1 huong 93n bén trong hop. :
BAD QUAN: Nai kho, nhiét do khdng qua
30°C, tranh &nh séng. ‘

Bé xa 14m tay tré em
Boc ky hudng dan st dyng irue khi ding

8016 8X

THANH PHAN: M3i lo chifa i Ophthalmic solution

Dung dich nhd mat ‘ BE xa tdm tay iré em

 Levofloxacin (dudi dang Levofloxacin 5 mI Doc ky hudng dan sit dung ‘ 5 mI
C hemihydrat) eoeeoeeeeseere. 25 mg ‘ truéc khi dang
Tadugevd ..o 5ml ‘ ‘
~ CHI DINH, CHONG CHI DINH, CACH ‘ SBK: , ‘
DUNG, LIEU DUNG VA CAC THONG S6 16 SK: ‘
TIN KHAC: | : |
Xem 10 huéng dan sk dung bén trong Ngay SX:
hap. HD ‘
BAD QUAN:
Noi khd, nhiét d6 khéng qua 30°C, Sdn Xt i ‘ ‘

tranh dnh sang.

CONG TY CP DUGC - TRANG THIET BJ
Y TE BiNH BINH (BIDIPHAR)
498 Nouy8n Thai Hoc, Phuting Quang Trung,
Thanh ph& Quy Nhon, Tinh Binh Binh, Vigt Nam
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" . _TOHUONG DAN SU DUNG THUOC CHO CAN BO Y TE )

- Ngdy | vangay 2: nhd 1 - 2 giot vao mat b nhiém khudn, mdi 2 gio
khi thire, c6 thé 1én dén 8 1in/ngay.

- Ngdy 3 dén ngay 7: nho 1 - 2 giot vao mét bi nhiém khudn, méi 4
gior khi thire, ¢6 thé 1én dén 4 14n/ ngay.

25 mg levofloxacin L y: , 1
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, vd 5 ml - Khoéng dung thude sau khi ma nap qud 15 ngay hodc qui han su
(T4 duge: Benzatkonium “clorid (0,005%), Natri clorid, Acid dung. D& ranh nhiém khudn hay 1am hu thude, trinh s& trén ndp va
hydrocloric, Nudc cét pha tiém). miéng chai, hodc dé& mi mét cham vao miéng chai.
2. Dang bao ché: Thude nho mit - Py ky nép sau mdi an sur dung, khong dang chung lo thude vai
3. Dugre lye hoc: nguoi khic.
Nhom  dwge [y: Khang sinh nhoém quinolon (phdn nhém 8. Si dyng cho phu nir ¢6 thai va cho con b

fluoroquinolon) Thoi ky mang thai: Khong dung levofloxacin cho phy nir ¢o thai.

Ma ATC: SO]AE(P Thoi kp cho con bi: Khong nén cho con bu khi dung levotloxacin vi
Duge ly va a ché tde dung: . ‘ cé nguy co ton thuong sun khap trén tré nho.
- Levofloxacin [a mét khang sinh tong hgp nhom fluoroquinolon c6 9. Téc ddng clia thude khi I4i xe va vin hanh may:

tic dung diét khudn. Thudc o6 téc dyng Gc ché enzym Khéng nén 14 xe va vdn hianh mdy ciing nhu cée hoat dong cin su

topoisomerase II (ADN-gyrase) vashodc topoisomerase TV, 1a nhimg tinh tao cho tai khi biét duye levofloxacin co anh huéng nhu thé nao.

enzym cin thiét trong qué trinh sao chép, phién ma va tu sira ADN 10. Chéng chi dinh:

cia vi khudn. Levofloxacin I3 khéng sinh phd rong, c6 tac dung trén Neudi co tidn sir qud mén véi levofloxacin, vai cic quinolon khac

nhiéu ching vi khudn Gram 4m v& Gram dwong. hodc voi bt ky thanh phin nao coa thude. Dong kinh. thidu hut
- Céc vi khudn nhay cam: G6PD. tién sir béah gin co do fluoroquinolon gdy ra.

+ Vi khudn ua khi Gram am: Enterobacter cloacae, E.coli I 11. Cianh bdo va thin trong:

influenzae, H. parainfluenzae, Klebsiella pneumoniae, Legionalla Céc phan (mg qua man cam vai nhiéu biéu hién ldm sang khdc nhau,

preumophila,  Moraxella  catarralis,  Proteus  mirabilis, thdm chi séc phan vé khi str dung cée quinolon, gbm ¢4 levolloxacin,

Pseudomonas aegurinosa. Cin ngimg thuéc ngay khi c6 cdc ddu hidu ddu Lién ciu phan tng

+ Vi khuan khée: Chlamydia preumoniae, Mycoplasma miin cim va dp dyng cdc bign phap xit tri thich hop.

preumoniae.

+ Vi khuén ua khi Gram duong: Bacillus anthracis, Staphylococcus
epidermidis, Staphylococcus aureus nhay cam mcthicilin (meti-S),
Staphylococcus  coagulase am  tinh  nhay cam  methicilin,
Streptococcus preumoniae.

Sir dung kéo dai c6 thé dian dén sy phdt trién qua muc cia nhimg
ching khéng nhay cam, bao gém ¢ ndm. Néu bdi nhidm xay ra.
ngung sir dung va co phuong phap i lidu thich hop,

Nén khuyen bénh nhéin khong deo kinh ap trong néu ¢é nhimg, diu

+ Vi khudn ky khit Fusobacterium, Peptostreptococcus, hiéu va tridu ch'ung’cfla vigm két mac do vi khuan,
Propionibacterium. 12. Tuong tac thuC)c V““l ciac loai tuvng,taﬁc khic:

- Cac loai vi khuén nhay cam trung gian in vitro: Nghién ctru cu thé vé tuong tac thude chua duoe lam ricng voi
+ Vi khuln wa khi Gram duong; Enteracoccus fuecalis. levofloxacin dang thudc nho mat. Tuy nhién. hdp thu toan hin ¢6 thi
+ Vi khuén ky khi: Bacteraid fragilis, Prevotella. xdy ra sau khi dung levofloxacin dang nhé mat, ciing nhu voi nhimg,
Cic logi vi khuan khing levofloxacin: vi khudn ua khi Gram duong: quinolon khing khuan khac kha nang wong tic thude voi
Enterococcus  faecium,  Staphylococcus  aureus  meti-R, theophyllin, caffein, thude chdng déng duong udng, cyclosporine nén

Staphylococcus coagulase &m tinh meti-R. Khang chéo: In viiro, ¢6
s d& khang chéo giita levofloxacin va céc fluoroquinolon khéc.

4. Duyce djng hoc:
Néng db levofloxacin trong huyét twong do duge ¢ 15 tinh nguygn
vi€n ngudi 16n khde manh tai cdc thai diem khéc nhau trong sudt 15
ngay didu trj voi thudc nho mit levoﬂoxacm 0,5%: nong dd trung

duoc xem xét.

13. Tic dung khdng mong mudn:

Thutmg gap: Gidm tam thoi thm nhin, st nhie div. kho mét, dau
hay kho chiu mét, viém hong, s¢ anh sang.

it gip: Phan tmg dj ting, phtt mi mat, khé mat, ngtra mat.

binh cia levofloxacin trong huyét tuong sau khi dung 1 gi¢ dao Théng bio cho Bic s nhitng tic dung kitdng mong mudn 3
dong tir 0,86 ng/ml vio ngay thir nhét t6i 2,05 ng/ml vao ngdy tha . &ap phai khi sir dung thuoc Lt
15. Néng d¢ trung binh levofoxacin cao nhét 14 2,25 ng/ml do dugc 14. Qua lieu va cich xiv tri:

vao ngdy thir 4, sau 2 ngay: st dung thudc mdi 2 gidr va téng cong 8 Khong duge sir dung qud liéu chi din cua thdy lhum

liéu mot ngdy. Nong do cao nhét cia levofloxacin ting tir 0,94 Khi qua liéu tai chd nho miit o6 thé ding nuére dm dé ria mat.

ng/ml vao ngay thir nhét t&i 2,15 ng/ml vao ngay thir 15, thdp hon
hon 1000 1an so v6i bao cdo sau khi st dung dudng ubng vai lidu
tidgu chudn.

Néng dé levofloxacin trong nudc mit do dugc trén 30 ngum lon
khée manh, tai céc thoi diém khdc nhau sau khi nhé mét giot t hude
nho mat levofloxacin 0,5%: ndng d¢ trung binh levofloxacin trong

15. Cac ddu hidu cAn luu y va l(huyen cio: Chua co thong tin gi
thém

Han dung: 24 thang ké tir ngay san xudt.

Han dung sau khi m¢ nép: khong qua 15 ngay

Bao quin: Noi khd, nhiét dd khéng qua 30°C, trénh anh séng.

nude mit dao déng khoang tir 34,9 - 221,1 meg/ml trong subt 60 DE xa tam tay cia tré em.
phit sau 1 liu duy nhét. Néng do trong mét trung binh do duge Doc K} hurdng din st dung trwede khi ding.
khodang 17,0 meg/ml sau 4 gidr sit dung va 6,6 meg/ml sau 6 gio su Thudc ""'J chiditng theo don ciia Bic si.
dung. Téc dyng ldm sing cia thube theo nhitng ndng d¢ trén vin Néu cin thém thong tin, xin héi j kién Bac si.
chua duge nghién cfu. N Ngdy xem xét sira d6i, cip nhit lgi ngi dung hwong din si dung
5. Quy cich déng gdi: Hop 1 lo Sml, kém toa hudng dan sir dung. o

Cong ty sin xuiit

CONG TY CO PHAN DUGC — TTBYT BINH BINH (BIDIPHAR)
498 Nguyén Théi Hoe, P. Quang Trung, Tp. Quy Nhon. Linh Binh
Dinh, Viét Nam

DT: 056.3846500 - 3840040 * Fax: 056.3846846

6. Chi dinh:
Diéu trj viém két mac gdy ra boi nhimg ching vi khudn nhay cam:
Haemophilus influenza, Staphylococcus aureus, Staphylococcus
epidermidis, Streptococcus pneumoniae.

7. Liéu lwomg va cdch dimg:
Ngudi [on vi tré em trén 1 tudi:
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To hwéng din st dung thudce cho bénh nhan

A 4 . ®
Thuoc nhé mit Eyexacin

- Déxa'tdmlidyt
- Doc ky hitdh

- Thuée nay chi duwoc ditng theo don cia hdc sT.

g'dan sir dung triee khi dimg.

- Théng bdo cho dugce st hodc bdc st nhitng tdc dung khéng mong mudn gdp phdi khi s dung thudc.

1. Thanh phin ham lwgng cia thude
Hoat chét: Levofloxacin hemihydrat twong duong. ...... 25 mg levofloxacin

T4 duge: Benzalkonium clorid (0,005%), Natri clorid, Acid hydrocloric, Nude cat pha tiém
2. Mb ta san phim:
Dung dich trong suét, mau vang nhat

3. Quy cach dong goi
Hop1llo Sml

4. Thude dung cho bénh gi?
Thude dugc ding d& didu tri viém két mac pdy ra boi nhiing ching vi khudn nhay cam:
Haemophilus  influenza, Staphylococcus aureus, Staphylococcus  epidermidis, Streptococcus

preumoniae.

5. Nén dung thude niy nhw thé nao va lidu lwong?

- Cach dung:

+ Nho truc tiép vao mét bi nhidm khuin

+ Khong ding thubc sau khi mé nip qué 15 ngay hodc qua han st dung. Pé tranh nhidm khuin hay
lam hu thudc, trénh s& trén nép va miéng chai, hodc dé mi mat cham vao miéng chai.

+ Déy k¥ nép sau mdi 14n sir dung, khong dung chung lo thube véi nguol khac.

- Duong ditng: Nho mit

- Liéu dimg: Béc st s& dua ra lidu ding chinh x4c cho ban. Nén diing dung theo don thude ma béc si
da ké cho ban.

Ngieoi Ion va tré em trén 1 tudi:

- Nedy 1 va ngdy 2: nho 1 - 2 giot vao mét bi nhifm khudn, mdi 2 gie khi thire, ¢6 i

18 lén dén 8
lan/ngay.
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- Ngay 3 dén ngay 7: nho 1 - 2 giot vao mét bj nhidm khuan, mdi 4 gio khi thire, ¢6 thé 1én dén 4

1an/ ngay.
6. Khi niao khong nén ding thubc nay?

Khong dung thudc nay khi ban:
- Cé tién str qua man vdi levofloxacin, vai cac quinolon khic hodc véi bat ky thanh phan nao cua
thude

- Bi dong kinh, thiéu hut G6PD, tién sit bénh gan co do fluoroquinolon giy ra
7. Tac dung khéng mong muén

Thuong gap: Giam tam thoi tAm nhin, sét, nhic déu, khé mét, dau hay kho chiu mét, viém hong, s¢

anh sang.
[t gap: Phan (mg di tmg, phit mi mét, khé mét, ngira mit.
8. Nén tranh dung nhirng thudc hoic thye phim gi khi dang sir dung nhirng thudc nay?

Nghién ctru cy the vé twong tac thuoc chua duge lam riéng véi levofloxacin dang thude nho mét.

Tuy nhién, hap thu toan thin c6 thé xay ra sau khi dung levofloxacin dang nho mit, cling nhu voi

nhitng quinolon khang khuin khac kha ning tuong tac thude voi theophyllin, caffein, thude chdng

dong duong udng, cyclosporin nén dugc xem xét.

9. Cén l1am gi khi mjt lin quén khong diung thudc?

Dung ngay khi nhé ra. Khéng dung liéu gap déi dé bu lai lidu da quén.
10. Can bio quan thuéc nay nhuw thé nio?

Bao quéan thude & noi khé, nhiét do khong qué 30°C, tranh 4nh sang
11. Nhitng triéu chirng va diu hi¢u khi ding thude qua liéu?

Tong liéu levofloxacin trong mot chai thuéc nho mat qua nho dé géy ra cac anh huong doc hai néu

vo tinh udng phai. Néu sir dung qua lidu chi dan, bao véi bac si dé co bién phap khic phuc.
12. Can phai lam gi khi dung thuoc qua lieu khuyén cdo?
Khi qu4 liéu tai chd nhd mit c6 thé dung nude dm dé rira mat.

13. Nhitng diéu cin thin trong khi ding thudc nay?
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- Céc phén mg qua man cam véi nhiéu biéu hién 14m sang khac nhau, tham chi sd¢ phan vé khi su
dung cac quinolon, gém cé levofloxacin. Can ngimg thudc ngay khi ¢é cac dau hiéu dau tién cua

phan g man cam va 4p dung cac bién phap xi tri thich hop.

- St dung kéo dai c6 thé dan dén sy phat tricn qua muc cia nhitng ching khong nhay cam, bao gom
ca ndm. Néu bi nhiem xay ra, ngung st dung va bdo véi béac st dé co phuong phép tri licu thich
hop.

- Bénh nhén khong nén deo kinh 4p trong néu ¢é nhing dau hiéu va triéu ching cua viém két mac

do vi khuén.

- Khong nén 14i xe va vidn hanh may cling nhu cac hoat déng can su tinh tao cho téi khi biét duoc

levofloxacin ¢ anh huéng nhw thé nao.
- Khong dung levofloxacin cho phu nit ¢é thai.
- Khéng nén cho con ba khi ding levofloxacin vi ¢é nguy co tén thuong sun khép trén tré nho.

14. Khi nao cin tham vén bac si, dwge si?

Khi dang st dung cung lic voi cac thude khac

Khi ban nim trong céc trudmg hop cén phai than trong khi ding thube
Khi xay ra cac tac dung khong mong mudn trong qua trinh dung thude.
Khi dung qua liéu khuyén céo.

Néu can thém thong tin xin hoi y kién bdc sT hodc dwoc si

15. Han dung ciia thudc

Han diing: 24 thang ké tir ngay san xuét.

16. Tén, dia chi, biéu twgng cua nha san xuit

- Tén: CONG TY CO PHAN DUQC — TRANG THIET BI Y TE BINH BINH (BIDIPHAR)

- Pia chi: 498 Nguyén Thai Hoc, phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh jii™ :
- Biéu tuong nha san xuét; 4
Bidiphar I d

17. Ngay xem xét sira doi, cAp nhit lai ndi dung hwéng din siv dung thli/ﬁc
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