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MAUNHAN 

CHi BINH, CHONG CHi BINH, CACH { 

DUNG, LIEU DUNG VA CAC THONG TIN 

KHAC: Xem td hudng dan bén trong hop elt nen 

BAO QUAN: Noi khd, nhiét 46 khéng qué 

30°C, tranh anh sang. | 

Dé xa 14m tay tré em 
Doc ky huéng dan sif dyng trvéc¢ khi ding 
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CTY CP DUQC - TTBYT BINH DINH (BIDIPHAR) 

THANH PHAN: MGilo chia Dung dich nhé mat Dé xa tém tay tré em Ophthalmic solution 
| Levofloxacin (du6i dang Levofloxacin 5 ml | Doe ky hudng dan sit dung | 5 ml 

| hemihydrat) occ 25 mg truéc khi ding 

TA QUOC VG sseesssecesseseesesesevenee 5 ml | 
CHI DINH, CHONG CHi BINH, CACH | SDK: | 

DUNG, LIEU DUNG VA CAC THONG — 
TIN KHAC: a0 18 Sk | | 
Xem t6 hudng dan sif dung bén trong Ngay Sx: | 

hép. | HD : | 

BAO QUAN: | 
Noi khé, nhiét dé khéng qué 30°C, Sin xual t2: | | 

CONG TY CP DUGC - TRANG THIET BI 
Y TE BINH BINH (BIDIPHAR) 

498 Nguy&n Thai Hoc, Phutng Quang Trung, 
Thanh phé Quy Nhon, Tinh Binh Binh, Vit Nam 

tranh anh sang. 

Ma s6, ma vach 
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1. mara : I hhugethe mat 
Levofloxac cin mihy drat trong’ duong...... 25 mg levofloxacin 

ogee sesasnsesevevesevesasenesesevesanes vd 5 ml 

(Ta duge: Benz ihn ‘clorid (0,005%), Natri clorid, Acid 

hydrocloric, Nude cat pha tiém). 

2. Dang bao ché: Thudc nhé mat 

3. Duge luc hoe: 

Nhém dugc ly: Khang sinh nhém quinolon (phén nhém 

fluoroquinolon) 

MG ATC: S01AE05 

Dutgc ly va co ché tae dung: 
- Levofloxacin 14 m6t khang sinh tong hep nhom fluoroquinolon cé 

tac dung diét khudn. Thude cd téc dyng we ché enzym 

topoisomerase II (ADN-gyrase) va/hoac topoisomerase IV, 1a nhimg 

enzym can thiét trong qué trinh sao chép, phién ma va tu sita ADN 
ctia vi khuan. Levofloxacin 14 khang sinh phé réng, c6 tac dung trén 
nhiéu ching vi khuan Gram 4m va Gram duong. 

- Cac vi khudn nhay cam: 
+ Vi khudn ua khi Gram 4m: Enterobacter cloacae, E.coli, H. 

influenzae, H. parainfluenzae, Klebsiella pneumoniae, Legionalla 

pneumophila, Moraxella catarralis, — Proteus mirabilis, 
Pseudomonas aegurinosa. 

+ Vi khuén khdc: Chlamydia pneumoniae, Mycoplasma 
pneumoniae. 

+ Vi khuan ua khi Gram duong: Bacillus anthracis, Staphylococcus 
epidermidis, Staphylococcus aureus nhay cam methicilin (meti-S), 

Staphylococcus coagulase 4m tinh nhay cam methicilin, 
Streptococcus pneumoniae. 

+ Vi khuén ky khi: Fusobacterium, Peptostreptococcus, 
Propionibacterium. 
Cac loai vi khudn nhay cam trung gian i” vitro: 

+ Vi khuan wa khi Gram duong: Enterococcus faecalis, 
+ Vi khudn ky khi: Bacteroid fragilis, Prevotella. 

Cac loai vi khuan khang levofloxacin: vi khudn ua khi Gram duong: 
Enterococcus faecium, — Staphylococcus aureus —_—meti-R, 

Staphylococcus coagulase 4m tinh meti-R. Khang chéo: Jn vitro, 06 
sy dé khang chéo gifta levofloxacin va cdc fluoroquinolon khac. 

4. Duge déng hge: 

Nong dé levofloxacin trong huyét tuong do duge @ 15 tinh nguyén 
vién ngudi 16n khée manh tai cdc thoi diém khac nhau trong sudt 15 
ngay diéu trj voi thuédc nho mit levofloxacin 0,5%: nong dé trung 

binh cta levofloxacin trong huyét tuong sau khi dung | gid dao 
déng tir 0,86 ng/ml vao ngay thir nhat t6i 2,05 ng/ml vao ngay thi 
15, Néng d6 trung binh levofoxacin cao nhat 1a 2,25 ng/ml do duge 
vao ngay thir 4, sau 2 ngay: sir dung thudc méi 2 gid va tong cong 8 
ligu mét ngay. Nong dO cao nhdt cia levofloxacin tang tt 0,94 
ng/ml vao ngay thit nhat téi 2,15 ng/ml vao ngay thir 15, thap hon 
hon 1000 lan so véi bao cdo sau khi sit dung dung uéng véi lidu 
tiéu chuan. 

Néng dé levofloxacin trong nuéc mat do duge trén 30 ngudi lon 

Khoe manh, tai cdc thoi diém khdc nhau sau khi nhé mét giot thude 
nho mat levofloxacin 0,5%: néng d6 trung binh levofloxacin trong, 
nuée mat dao déng Khoang tir 34,9 - 221,1 meg/ml trong sudt 60 
phit sau 1 ligu duy nhat. Nong d6 trong mat trung binh do duge 
khoang 17,0 meg/ml sau 4 gid sir dung va 6,6 mcg/ml sau 6 gid su 
dung. Téc dyng lim sang ctia thuédc theo nhiing néng dé trén van 
chua duge nghién ctu. 

5. Quy cach déng géi: Hép 1 Io Sml, kém toa hung dan sit dung. 

6. Chi dinh: 

Diéu tri viém két mac gay ra bdi nhitng ching vi khudn nhay cam: 

Haemophilus influenza, Staphylococcus aureus, Staphylococcus 
epidermidis, Streptococcus pneumoniae. 

7. Liéu long va cach ding: 

Neudi l6n va tré em trén 1 tudi: 

Neay | va ngay 2: nh 1 - 2 giot vao mat bi nhiém khudn, mdi 2 gid 

khi thite, c6 thé [én dén 8 ln/ngay. 

Negay 3 dén ngay 7: nho | - 2 giot vao mat bj nhiém khudn, mdi 4 

gid khi thite, c6 thé lén dén 4 Jan/ ngay. 

Lun y: 

Khong ding thuéc sau khi mé nap qua 15 ngay hode qua han su 

dung. Dé tranh nhiém khuan hay lam hu thuéc, tranh sé trén np va 
miéng chai, hoac dé mi mit cham vio miéng chai. 

Pay ky nap sau mdi lan str dung, khéng ding chung 1g thude voi 

ngudi khac. 

8. Si dung cho phu ni cé thai va cho con bi: 

Thoi kp mang thai: Khong ding levofloxacin cho phu nt ¢6 thai. 

Thoi ky cho con 64: Khéng nén cho con bi khi ding levofloxacin vi 

c6 nguy co tén thurong syn khop trén tré nho, 

9, Tac déng ctta thudc khi lai xe va van hanh may: 

Khéng nén di xe va van hanh may cting nhur cde hoat dong can su 

tinh tao cho téi khi biét duge levofloxacin c6 anh huong nhu thé nao. 

10. Chéng chi dinh: 

Newdi cd tién str qua man véi levofloxacin, voi cde quinolon khée 

ho&c voi bat ky thanh phan nao cia thudc. Déng kinh. thiéu hut 
G6PD, tién sir bénh gan co do fluoroquinolon gay ra. 

11. Canh bao va than trong: 

C&c phan tmg qué man cam voi nhiéu biéu hién dm sang khde nhau, 

thdm chi sde phan vé khi str dung cac quinolon, g6m ca levofloxacin. 

Can ngimng thude ngay khi cé cae déu higu dau tién cua phan tng 

man cam va ap dung cdc bién phap xvr tri thich hop. 

Sw dung kéo dai cé thé din dén su phat trién qua mue cua nhting 

chung khéng nhay cam, bao gém ca nam. Néu béi nhiém xay ra. 
ngung str dung va cd phuong phap tri ligu thich hop. 

Nén khuyén bénh nhan khéng deo kinh dp trong néu cé nhime ddu 

higu va trigu chimg cha viém két mac do vi khudn. 

12. Twong tac thude va cac loai twong tac khac: 

Nghién ctru cy thé vé tong tac thudc chua duoe lam rigng voi 

levofloxacin dang thuéc nho mat. Tuy nhién, hp thu toan than cé thé 

xay ra sau khi ding levofloxacin dang nh mt, efing nhu voi nhtng 

quinolon khang khuan khée kha nang tuong tic thudc voi 

theophyllin, caffein, thuéc chéng déng dudng udng, cyclosporine nén 

duge xem xét. 

13. Tac dung khong mong mudén: 

Thudng gap: Gidm tam thoi tam nhin, sét, nie dau, kh mat, dau 

hay kho chju mat, viém hong, sg anh sang. 

it gap: Phan img di tng, phd mi mat, khd mat, ngtra mat. 

Thong bdo cho Bac si nhitng tac dung khéng mong mudn 

gap phai khi sit dung thudc 

14. Qua liéu va cach xit tri: 
Khéng duge str dung qua liéu chi dan ctia thay thudc. 

Khi qua liéu tai ché nhd mat c6 thé ding nuée Am dé rita mat. 
15. Cac dau hiéu can hru y va khuyén cao: Chua c6 thong tin gi 

thém 

Han ding: 24 thang ké tir ngay san xuat. 

Han dting sau khi mo nap: khong qua 15 ngay 

Bao quan: Noi khé, nhigt dé khéng qua 30°C, trénh anh sang. 

Dé xa tim tay cua tré em. 

Doc kj hiéng din stv dung trw6c khi ding. 

Thude nay chi ding theo don cua Bic si. 

Néu clin thém théng tin, xin héi  kién Bac si. 

Ngay xem xét sira dii, cap nhft lai ndi dung hwong dan sir dung 

Cong ty san xuat 

CONG TY CO PHAN DUGC -TTBYT BINH BINH (BIDIPHAR) 
498 Neuyén Thai Hoe, P. Quang Trung, Tp. Quy Nhon, tinh Binh 

Dinh, Viét Nam 

DT: 056.3846500 - 3846040 * Fax: 056.3846846 
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To hwong dan sir dung thuéc cho bénh nhan 

A 2 < - ® 

Thudéc nho mat Eyexacin 

NR — os - 
- Doc kp ironedan str dung truéc khi ding. 

- Thuéc nay chi duoc ding theo don cua bac si. 

- Thong bdo cho duec st hodic bde si nhitng tae dung khéng mong muon gétip phai khi sw dung thudc. 

1. Thanh phan ham lwong cia thuéc 

Hoat chat: Levofloxacin hemihydrat tuong duong....... 25 mg levofloxacin 

Ta duoc: Benzalkonium clorid (0,005%), Natri clorid, Acid hydrocloric, Nude cat pha tiém 

2. M6 ta san pham: 

Dung dich trong sudt, mau vang nhat 

3. Quy cach dong goi 

H6p 1 lo 5 ml 

4. Thuée ding cho bénh gi? 

Thudc duoc ding dé diéu tri viém két mac gay ra boi nhiing ching vi khudn nhay cam: 

Haemophilus influenza, Staphylococcus aureus, Staphylococcus epidermidis, Streptococeus 

pneumoniae. 

5. Nén ding thuéc nay nhw thé nao va lidu lwong? 

- Cach ding: 

+ Nhé truc tiép vao mat bi nhiém khudn 

+ Khéng ding thudc sau khi mé nip qua 15 ngay hodc qué han sir dung. Dé trénh nhiém khudn hay 
lam hu thuéc, tranh so trén nap va miéng chai, hodc dé mi mat cham vao miéng chai. 

+ Day k¥ nap sau mdi lan sir dung, khéng ding chung lo thudéc voi ngudi khac. 

- Duong dang: Nho mat 

- Liéu ding: Bac si s€ dua ra lidu dung chinh xdc cho ban. Nén ding dting theo don thuéc ma bac si 
da ké cho ban. 

Nguoi lon va tré em trén 1 tuédi: 
~ Ngay 1 va ngay 2: nhé 1 - 2 giot vao mt bi nhiém khudn, mdi 2 gid khi thite, cé tl ; né lén dén 8 
lan/ngay.
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- Ngay 3 dén ngay 7: nhé 1 - 2 gigt vao mat bi nhiém khudn, mdi 4 gid khi thirc, c6 thé lén dén 4 

lan/ ngay. 

6. Khi nao khéng nén ding thudc nay? 

Khéng ding thuéc nay khi ban: 

- Cé tién sir qua man véi levofloxacin, voi céc quinolon khac hoac véi bat ky thanh phan nao ctia 

thudc 

- Bj déng kinh, thiéu hut G6PD, tian sir bénh gan co do fluoroquinolon gay ra 

7. Tac dung khong mong muén 

Thuong gap: Gidm tam thoi tam nhin, sét, nhirc dau, khé mat, dau hay khé chiu mat, viém hong, so 

anh sang. 

it gap: Phan img di tmg, phd mi mat, kh6 mit, ngira mat. 

8. Nén tranh ding nhitng thudéc hoe thyc pham gi khi dang sw dung nhirng thuéc nay? 

Nghién ctru cy thé vé tuong tac thuéc chua duoc lam riéng voi levofloxacin dang thuéc nho mat. 

Tuy nhién, hap thu toan than cé thé xay ra sau khi ding levofloxacin dang nho mat, citing nhu voi 

nhting quinolon khang khuan khac kha nang twong tac thudc véi theophyllin, caffein, thudc chéng 

dong dudng udng, cyclosporin nén duge xem xét. 

9, Can lam gi khi m6t lan quén khong ding thuéc? 

Ding ngay khi nhé ra. Khéng ding liéu gap déi dé ba lai liéu da quén. 
- 

10. Can bao quan thudc nay nhw thé nao? ~ 

Bao quan thudc 6 noi khé, nhiét d6 khéng qua 30°C, tranh anh sang 

11, Nhirng trigu ching va dau hiéu khi ding thudc qua liéu? 3 

aw 

Téng liéu levofloxacin trong m6t chai thuéc nhé mat qua nhé dé gay ra cdc anh huong déc hai néu 

v6 tinh uéng phai. Néu str dung qua liéu chi din, bao véi bac si dé c6 bién phdp khac phuc. 

12. Can phai lam gi khi ding thudéc qua liéu khuyén céo? 

Khi qué liéu tai ché nhd mat c6 thé ding nude 4m dé rita mat. 

13. Nhirng diéu can than trong khi ding thudéc nay?
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- Cac phan img qué man cam véi nhiéu biéu hién 14m sang khac nhau, tham chi séc phan vé khi su 

dung cdc quinolon, gdm ca levofloxacin. Can ngimg thudéc ngay khi c6 cdc dau hiéu dau tién cua 

phan img man cam va ap dung cdc bién phap xt tri thich hop. 

- Su dung kéo dai cé thé dan dén sy phat trién qua mttc ctla nhitng chung khong nhay cam, bao g6m 

ca nam. Néu bdi nhiém xay ra, ngung str dung va bdo voi bac st dé cé phuong phap tri liéu thich 

hop. 

- Bénh nhan khéng nén deo kinh ap trong néu cé nhing dau hiéu va triéu chimg cla vidm két mac 

do vi khuan. 

- Khéng nén Idi xe va van hanh may citing nhu cdc hoat d6ng can sy tinh tao cho tdi khi biét duoc 

levofloxacin cé anh hung nhu thé nao. 

- Khong dung levofloxacin cho phu nt cé thai. 

- Khéng nén cho con bi khi ding levofloxacin vi cé nguy co tén thuong sun khdp trén tré nho. 

14. Khi nao can tham van bac st, dug si? 

Khi dang str dung cing lic vi cdc thudc khac 

Khi ban nam trong cdc trudng hop can phi than trong khi ding thuéc 

Khi xay ra cac tac dung khong mong muon trong qué trinh dung thuéc. 

Khi ding qua liéu khuyén cao. 

Néu can thém thong tin xin hoi y kién bac st hodc duoc si. 

15. Han ding ciia thuéec 

Han ding: 24 thang ké tir ngay san xuat. 

16. Tén, dia chi, biéu twong cia nha san xuat 

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

- Dia chi: 498 Nguyén Thai Hoe, phuéng Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh 

NO 
Bidiphar 

- Biéu tong nha san xuat: 

TUG.CUCS TRUGNG “ 
PIRUGNG PHONG tv 

eas dfs 2 yp fs LG nn Ko GILES 
Oe MHL AMR 

:


