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R,Thubc ké don Huéng dan sir dung

LEGININ 500 MG INJ.

Thuéc néay chi dimg theo don ctia bdc si.
Doc ky hweomg dan sie dung truece khi ding, néu can thém théng tin, xin hoi y kién bdc st hogc
duwgce st ]

e Théng bdo cho béc st nhimg tdc dung khong mong mudn gap phai khi sie dung thudc.

o Dé xatam tay tré em.

o Khéng dimg thuéc qud han in trén bao bi.

Thanh p‘h:‘m: M&i 100 ml dung djch tiém truyén chira:
Hoat chat: Levofloxacin hemihydrate 512,46 mg tuong duong Levofloxacin: 500 mg.
Td dirge: Sodium chloride, Sodium hydroxide, Hydrocloric acid, Nuée cat pha tiém

Dang bao ché: ) )
Dung dich tiém truyén trong suot mau vang xanh rat nhat.

Tinh chit duge dong hoc:

Néng dé trong huyét twong va dién tich dudi dudng cong nong do cia Levofloxacin sau khi tiém :ruyen
tinh mach 1 liéu 300 mg twong tu nhu khi diing udng ciing liéu vién nén Levofloxacin. Nong d thudc on
dinh trong huyét twong dat dugc trong vong 24 - 48 gitr sau khi diing cac liéu Levofloxacin (tiém truyén
tinh mach 300 mg, 2 1an/ ngay trong 6 ngay). Levofloxacin dugc phan bo l'QI'!g rai trong cac mé va duge
bai tiét chi yéu dudi dang khong chuyén hoa trong nudc tiéu. D6 thanh thai cua Levofloxacin giam xudng
va thoi gian ban thai cia thude bi kéo dai & nhirng bénh nhéan suy than, do d6 can giam liéu cho nhimg

bénh nhan nay dé tranh tich luy thudc. Sy dao thai cia thuée khong bi anh hudng b&i qua trinh chay than

::::‘

nhan tao hoc tham phén phic mac. AL

Tinh chét duge lue hgc:

Levofloxacin la mét dong phan ctia Ofloxacin, la mot khang sinh nhém quinolone va c6 hoat luc manh

gap 2 lan Ofloxacin. Co ché tac dung cua Levofloxacin va cac khang sinh fluoroquinolone khac la do (e —
¥

ché DNA gynase (topoisomerase II vi khuan} mat enzyme can thiét cho qua trinh nhan lén, sao chép, sira
chira, hoi phuc va tai két hop ADN cia vi khudn. Trén invitro, Levofloxacin cé phé tac dung rong ddi vai
céc ching vi khudn Gram ducng v Gram am va nong do thudc c6 tac dl,mg diét khuin tuong ducmg hoic
cao hon chiit it so v&i ndng dé trc ché vi khuan. Trong ca in vitro va lim sang, Levofloxacin ¢6 tac dung
d6i voi hiu hét cac ching vi khudn sau:

Cac vi khuan hiéu khi Gram duong: Enterococcus faecalis, Staphylococcus aureus, S. pneumoniae,
Streptococcus pyogenes

Céc vi khuan hiéu khi Gram am: Enterobacter cloacae, Escherichia coli, Haemophilus influenzae,
Klebsiella pneumoniae, Legionella pneumophila, Morraxella catarrhalis, Proteus mirabilis, Pseudomonas
aeruginosa_

Céc vi khuan khac: Chlamydia pneumoniae, Mycoplasma pneumoniae

Chi dinh:
Thube duge ding diéu trj cho nhitng bénh nhan bj nhiém tring ning va trung binh gy nén bdi cac vi
khuén nhay cam trong céc nhiém triing sau:
— Nhiém trang hé ho hap: viém phé quan cap, con cap cia viém phé quan man, viém tiéu phé quan,
viém két hop véi gian phe quan, viém phdi, viém amidan (4p xe quanh amidan).
~  Nhiém trung duong tiét niéu: viém thén, nhlem tring dutng tiét niéu.
~  Nhiém triing dudng sinh duc: viém tuyén tién liét cap, viém mao tinh hoan, viém tir cung, nhiém
tring mang tir cung, nhiém tring khung chau (khi c¢6 nghi ng& nhiém vi khuan hiéu khi c6 thé két
hop str dung Metronidazol).
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—  Nhiém tring da va céu tric da: chéc 16, viém mo té bao, viém bach huyét, ap xe, ap xe quanh hau
mon.

~  Nhiém triing dutmg tiéu hoa do ly truc khuin, salinonella, thuong han, pho thuong han, viém toi
mat, viém dudng dan mat.

—  Nhiém tring mau, nhiém trung do giam bach ciu hat hoic nhiém triing & bénh nhan suy giam
mién dich.

- Céc nhidm tring khac: viém vii, nhiém tring vét thuong, bong va nhiém tring vét thuong sau mé,
nhi€m tring & bung (néu cin, c6 thé két hop véi Metronidazol), nhiém tring xuong va khop,
nhiém tring tai.

Liéu Ilmng va cach dung:

Thube nay chi duoc tiém truyen tinh mach. Thoi gian tiém truyen cho mdi 0,1 g hoat chét tdi thiéu la 60
phit. Khéng nén tiém truyén thube nay két hop véi cac thude khac trong ciing | chai hodc cing bd day
truyén dich.

Ngurdi Idm:

Liéu: 0 ,5g/ ngay.

Tong liéu nay duge ding trong 1 l4n hoac ¢6 thé chia thanh 2 liéu twong duong ding trong mét ngay.
Licu ding cho bénh nhan suy thin:

Dé thanh thdi Creatinin Liéu ding
50 - 80 ml/ phat Liéu binh thuong
20 - 49 ml/ phit Liéu ban dau: 500 mg; txep theo: 250 mg sau m01 24 gio
10 - 19 ml/ phut Liéu ban dau: 500 mg; tiép theo: 250 mg sau mdi 48 gid

Chéng chi dinh:

Khéng diing cho ngudi man cam v&i Levofloxacin, cac khang sinh nhom quinolone. Khong ding cho

bénh nhin dong kinh, bénh nhédn thidu hut G6PD, bénh nhan cé tién sir bénh co gan, bénh co do
fluoroquinclon. Khéng diing cho phy nit ¢6 thai va cho con bii, bénh nhan duéi 18 tudi. /

Tac dung khong mong muén:. )

Céc tdc dung khéng mong mudn chi yéu bao gbm: budn nén, nén, khé chiu, ia chay, chan in, dau bung,
day hoi, mét ngi, chong mat, dau dau, phat ban, mén ngtra, ban do, dau tai chd tiém va viém tinh mach tai
chd. C6 thé x4y ra tinh trang tang thuan nghich nong d6 aminotransferase gan va bilirubin huyét thanh. Ty
1€ xay ra cAc tac dung khéng mong mudn trén chiém khodng 0,1-5%. Hiém khi xay ra hién tugng téng
BUN, mét méi, sot, danh tréng nguc va mat vi giac. Nhin chung céc triéu chimg nay thuong nhe va sé mit
di khi ngirg diing thude.

Thin trong
Nén thén trong khi sir dung thudc cho bénh nhan bi rdi loan hé than kinh trung vong hodc ddng
kinh.

- Céc bao cdo lam sang vé sir dung céac khang sinh nhém Quinolon cho théy ty 1& nhay cam véi anh
sang xdy ra ¢ it hon 0,1% sb bénh nhan. Tranh phoi nang lau hoac tia cire tim trong thévi gian diéu
tri bang Levofloxacin va ngung diing thuée néu xay ra hién tuong nhay cam véi anh sang (vi du
phat ban da).

—  Thude duge bai tiét vao trong sira me.

~  Hiém khi xay ra hién trgng bong gan Asin. Ngiing ding thude, nghi ngoi va tranh tap thé duc dén
khi hién firgng hong gan da dugc hai phue.

Tuwong tic thude:

Sir dung dong thoi Levofloxacin va Theophylline: can theo ddi chit ché ndng dd Theophylline va diéu
chinh lieu Levolloxacin Gt cach thich Lop.

Warfarin: Can theo dai chit chg thoi glan Prothrombin va cac phép thir ddng mau néu ding Levofloxacin
dong thési véi Warfarin hodc din chat cia né.
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Cac thudc chong viém khéng Steroid: Co thé 1én con co giat khi ding Levofloxacin dong thai véi cac
thude chéng viém khéng Steroid.

Cé thé xay ra hién tuong ha duong huyét khi st dung Levofloxacin déng thai vai cac thude didu i tiéu
duong dang uong Do d6 cén theo d&i chat ché néng doé duong huyét khi sir dung ddng thoi cac thude nay.
Khi xay ra hién tuong ha dudmg huyét, can nging ding thude ngay va 4p dung cac bién phap diéu trj thich

hop.

Sit dyng cho phu nir ¢6 thai va cho con ba:

D& an toan va hiéu qua ciia thude trén phu nir ¢6 thai va cho con bii chua duoc nghién ciru, Khéng diing
thude nay cho phu nir ¢4 thai,

Do Levofloxacin duoc tiét vao trong sira me do do phu nir cho con b khéng nén ding thuée nay. Trong
trudmg hop bit bude phai diing thude, ngudi me phai ngirmg cho con bi.

Str dt_mg qua liéu:. y

Khi sir dung qua liéu cdc khdng sinh Quinolon, co theé xay ra cdc hién neong sau:

Budn nén, nén, dau bung, ¢ rnong, ia chdy, khat nudc, viém miéng, loang choang, chdng mat, dau diu, mét
moi, mé mét, rang minh, sot, bieu hién ngoai thap, lo au, do glac co gidt, viém co hoanh, mit diéu hoa,
cao huyet ap ndi so (biéu hién dau dau, nén mira va pho gai Iht), nhiém acid chuycn hoa, ting ducmg
huyel ting GAT, GPT hodc AL-P, giam bach ciu, tang bach cau wa eosin, giam tiéu cau, tlueu mau tan
huyer heu tién mau, bénh khép va thoai hoa xuong sun, duc thuy tinh the, roi loan thi giac, roi loan mau
sic va xudt hién ching nhin déi.

Xir Iy va ding thudc khi st dung qua liéu:

—  Duy tri ¢in bing dich co thé (diing céc thude bao vé gan). Khi xay ra hién tugng nhiém acid
chuyén hoa ding dung dich thude tiém Naui bicarbonat d¢ thiic ddy sy dao thai | evofloxacin qua
thin.

—  Loi tiéu: Sir dung thude tiém Furosemid

- Diéu tri triéu chimg: Khi xay ra co gidt, tiem tinh mach Diazepam.

Céc triéu chimg ning, nguy hiém: ¢6 thé tién hanh loc méau.

Tinh twong ky:

Khéng nén pha thudc nay 1an véi cée dung dich chira hén hop cac Cation kim loai nhu Mg™', Ca® ... trong
cing 1 chai dich truyén. Khong pha thudc nay lan voi heparin hodc cac dung dich kiém nhu Natri
bicarbonat

Pang géi: Hop 1 1o 100 ml,
Han ding: 3 nam ke lir ngay san xuét.
Bao quan: Bao quan trong bao bi kin, & nhiét d6 phong (dudi 30°C), tranh anh sang.

San xuit béi: \
UNION KORFEA PHARM. CO., LI'D ¥

Address: 5-9 Bangye-ri, Moonmak-eup, Wonju-si, Gangwon-do, Korea 18
h- iof
: // 7, Director of applicant
// (Direct signature, full name, stamp)

'MIX CORPORATION

._:f ] President/ SANG KOO LEE




