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Rx - Thudc bin theo dan |
Each film coated tablet contains: ! SAFELEVO 750 |
Levofloxacin Hemihydrate | Wi vita win owe ki it |
Equivalent to Levofloxacin 750 mg Levofloxacin hemihydrate tuomg duong Levofloxacin 750 mg
| Hop 3 vi x 10 vién
Dosage: SPK: - — e
As directed by the Physician. Chi dinh, Cich diimg, Ching chi dinh vi oo thong tin khic:

xin doe tir hudmg din sir dung kém theo
56 18 5X, NSX, HD xem “Batch No.”, “Mfi. Date”, “Exp.

Protect from light and moisture. Date"” trén bao bi
- Ban quin noi khé mét, dwdi 30°C, trinh dnh sing
Keep out of reach to children. 54t o oyt em
Store below 30°C. Pec 1 b han i ding rsagc kY g
Sin xulit bii:
MSN Laboratories Limited

0SZ OA313dVS

Plot No.42, Anrich Industrial Estate, Bollaram, Medak District | |
- 502 325, Andhra Pradesh, An D3
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R, — Thudc ban theo don

SAFELEVO 750

THANH PHAN
M&i vién nén bao phim chira:
Hoat chét: Levofloxacin hemihydrat tuong duong Levofloxacin 750 mg

Ta duoc: Celiulose vi tinh thé PH 101, Crosspovidone (Polyplasdone XL), Hydroxy propyl methyl
cellulose 5 cps (Methocel E5 LV), Magnesi stearat, Instacoat universal white IC-U-1308

DUQC LYC HQC

Levofloxacin 13 mot fluoroquinolone khang khuan tong hop ding dudng udng va dudng tinh mach. La
mot tac nhan khang khuén fluoroquinolone, levofloxacin tic ché su tong hop ADN vi khuén bing cach
tac dong trén phirc hgp ADN gyrase va topoisomerase 1V. Levofloxacin ¢6 tinh diét khuén cao in vitro.
Phd téc dyng bao gdm nhiéu vi khudn Gram duong va Gram 4m nhu tu cdu khuén, lién cdu khuén, ké
ca phé cau khuén, vi khuan duong rudt, Haemophilus influenzae, vi khuan Gram am khong Ién men va
céc vi khuan khong dién hinh. Thudng khong c6 dé khang chéo giira levofloxacin va céc loai thude
khang khuan khéc. Nhiém khudn bénh vién do Pseudomonas aeruginosa can ding liéu phap phéi hop

DUGC PONG HOC 55'}

Hép thu
Sau khi ubng, levofloxacin dugc hap thu nhanh. Sinh kha dung tuyét ddi vao khoang 100%. Thirc in it
anh hudng trén su hap thu levofloxacin.

Phén b

Khoang 30-40% quoﬂoxacin gén’ véi protein huyét thanh."l"rang thai ndng do én dinh dat duoc trong
vong 3 ngay. Thudc thim nhép t6t vao md xuong, dich not phong, va mo phdi, nhung kém vao dich
nfo tay.

Chuyén ho4

Levoﬂc:xacin dugc chuyén héa rat thap, hai chit chuyén hoa chiém < 5% luong duoc bai tiét trong
nudc tiéu.

Thai trir

Levoﬂoxa‘cin duge thai trir khoi huyét tuong tuong dbi chém (T, 6-8 gio). Bai tiét chu yéu qua thén
(> 85% lieu dung). Khi suy giam chire nang thén, su thai trlr va thanh thai ¢ than giam di, va thai gian
ban thai tang 1én (v4i do thanh thai creatinine trong khoang 20-40 ml/ phut, T, 1a 27 gid).

Khéng ¢6 su khac biét 16n vé cac thong sd dugc dong hoc sau khi udng hodic sau khi tiém truyén tinh
mach, goi ¥ ring c6 thé ding dudng udng va dudng tinh mach thay thé cho nhau

CHI PINH

Diéu tri nhiém khuan tir vira dén ning do céc vi khuan nhay cam gy ra nhu:
= Viém xoang cép tinh do vi khuén
* Dot kich phat cdp clia viém phé quan mén tinh do vi khuén



*  Viém phdi mac phai cfng dong
= Viém tuyén tién i€t man tinh do vi khuan
» Nhiém khuin dudng tiét niéu cd va khéng bién chimg

= Nhiém khuan da va mé mém

LIEU LUGNG VA CACH DUNG
Ding mdi ngay tir 1 —2 1an

% Thoi gian diu tri

Thay dbi tiy theo qua trinh bénh. Ciing nhu khi diéu tri bing khang sinh néi chung, nén ubng
Levofloxacin it nhat tir 48 dén 72 gitr sau khi b&nh nhan hét sét hosdic cd bing chitng d& hét tinh trang
nhi&ém khuan

% Cach ding

Uong nguyén vién véi nhi€u nude, khong nhai hay nghién vién thubce, c6 thé dong trong bifa dn hay
gilta cdc biia dn. Pé tranh tinh trang giam hap thu, nén uong Leveoflexacin 2 gid trudc khi ding cac

thude khac nhu: khang acid, mudi sét, sucralfate. .. T
(D __

+ Licu ding

Lidu ding & nhiing bénh nhén cé chirc n&ng thin binh thudng (d6 thanh thai creatinin > 50 m1/phat)

Chi dinh Lien eung hingneay (pinthuge Théi gian didu tri
’ vao mire d§ nghiém trong) ’
Vigm phdi bénh vién 750 mg —ngdy 1 lan 7 — 14 ngay
y ; 500 mg —ngly 1 lan 10 - 14 nga
Viém xoang cdp tinh do vi khuin E g‘y g . R
750 mg —ngay 1 lan 5 ngay
Dot kich phat cdp cia viém phé . 5 5
i et Pk 250 mg — 500 mg / ngay | lan 7~ 10 ngay
1. ¢ ; 500 mg / ngay 1 —2 lan 7—14 nga
Viém phoi mac phai cong dong =g y‘ s ‘g 4
750 mg —ngay | lan 5 ngay
Nhi&m khuén dudng tiét niéy 250 m v 1 14 Tl
khéng bién chimg g neay [ fan 2 eay
leglem I,ghuan du’o\:ng tlfat 1.11611 c}c\m 250 mg —ngay | idn 7- 10 ngly
bién ching bao gdm ca viém bé . 5 .
tha 750 mg —ngay 1 lan 5 ngay
an
Viém tuyén tién 1i6t man tinh do vi 500 mg —ngay 1 lan .
x 28 ngay
khuan
250 mg—ngay 1 lan hay
Nhi&m khuén da va m6 mém 500 mg —ngay 1 —2 lan 7 — 14 ngay
hay 750 mg — ngay 1 lan

Nhing dbi tuong dic biét
o Suy than (D¢ thanh thdi creatinin < 50 mi /phiit)
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Liéu diing

D§ thanh thai Creatinin 250 mg/ 24 gio 5000 mg/ 24 gio 500 mg/ 12 gio
Lidu dau tién: 250 mg Liéu dau tién: 500 mg Lidu d4u tién: 500 mg
50 — 20 ml/ phut Sau do: 125 mg/ 24 gid Sau do: 250 mg/ 24 gio Sau dd: 250 mg/ 12 gio
19 — 10 ml/ phut Sau do: 125 mg/ 48 gio Sau do: 125 mg/ 24 gio Sau do: 125 mg/ 12 gio

< 10 ml/ phat (bao gdm
cd chay thdn nhén tao va | Sau do6: 125 mg/ 48 gio Sau d6: 125 mg/ 24 gid Sau do6: 125 mg/ 24 gid
CAPD)'

' Khéng can liéu bd sung sau khi chay than nhdn tao hodc thdm phan phic mac lién tuc ngoai tri
(CAPD - continuous ambulatory peritoneal dialysis)
o Suy gan
Khéng can chinh liéu & bénh nhan suy gan vi thudc thai trir chfl.yéu qua thén
o Nguwoi gia
Khéng can chinh liéu & ngudi gia, ngoai trir phai xem xét chire ning than
o Tréeem
Chéng chi dinh Levofloxacin cho tré em va thanh thiéu nién dang 16n (dudi 18 tubi)

CHONG CHI PINH
¢ Bénh nhin min cam véi levofloxacin, cic quinolon khéc hodc bat ky thanh phin nao cua thudc
e Bénh nhén bi dong kinh
e Bénh nhan c6 tién sir réi loan géan lién quan dén viéc dung fluoroquinolone.
o Tré em va thanh thiéu nién dang 16n (t6i 18 tudi)

e  Phu nif ¢é thai va cho con bu

CANH BAO VA THAN TRONG

* Tiéu chay, dic biét 1a tiéu chay ning, dai dang va/hodc c6 mau, trong va sau khi didu tri
levofloxacin, c6 thé 13 triéu ching ciia viém dai trang gia mac do Clostridium difficile. Néu
nghi viém dai trang gia mac, phai lap tic ngung dung levofloxacin.

= Viém gan, han hitu dugc nhan thiy véi quinolone, doi khi ¢6 thé dan dén dut gan, dac biét 1a
gan gbt (gan Achilles). Tac dung khong mong mudn nay xay ra trong vong 48 gid sau khi bt
dau didu tri va c6 thé xay ra ca hai bén. Bénh nhan 16n tudi d& bj viém gan hon. Nguy co dut
gan c6 thé gia ting khi ding chung véi corticosteroid. Néu nghi viém gan, phai lap tic ngung
diéu tri levofloxacin va phai dé cho gan dang tén thuong duoc nghi ngoi.

* Trén bénh nhan suy than, phai didu chinh liéu levofloxacin vi levofloxacin dugc bai tiét chu
yéu qua than.

* Tuy nhay cam véi 4nh sang rat hiém gip véi levofloxacin, nhung bénh nhan khéng nén phoi
nhiém mdt cach khong can thiét vai anh néng chéi hodc tia cuc tim nhan tao.
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»  Ciing nhur céc khang sinh khac, st dung levofloxacin, nhat 1a diing kéo dai, c6 thé lam cho cac
vi sinh vét khang thubc phat trién. Can thiét phai danh gia tinh trang bénh nhan lap lai nhiéu
14n. Néu xay ra bdi nhidm trong khi diéu tri, nén ap dung cac bién phap thich hop.

= Bénh nhan thiéu hoat tinh enzym glucose-6-phosphat dehydrogenase tiém an hodc that sy dé
gap phan tng tan huyét khi didu tri v6i cac thude khang khudn quinolone. Can xét dén kha
nang nay khi ding levofloxacin.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Mot sb tac dung khong mong mubn nhu U tai, chéng mat, budn ngi va r6i loan thi gide co thé lam
giam kha nang tap trung va phan (ng ciia bénh nhan, do d6 c6 thé anh hudng dén kha nang lai xe va
véan hanh may moéc

PHU NU CO THAI VA CHO CON BU
Chdng chi dinh diing Levofloxacin & phy nif ¢6 thai va cho con bi ?/

TUONG TAC THUOC

= Thubc khang acid, sulcralfate, cation kim loai va cac vitamin: lam giam kha nang hap thu cta
levofloxacin, phai udng it nhit 2 gio trude hodc sau khi udng Levofloxacin.

= Than trong va diéu chinh lidu khi udng véi theophylline.

*  Warfarin lam tang kha ning hip thu ctia Levofloxacin va nguoc lai Levofloxacin lam ting higu
qua cua warfarin,

= Céc thude §<I1éng viém non-steroid (NSAID): khi udng két hop véi Levofloxacin gay tang kich
thich hé than kinh trung uong va lén con co giat.

*  Cac thubc didu tri tiéu dudng: Can kiém tra luong dudng huyét khi ubng céc thude ha dudng
huyét, do dd ¢ nhiing bdo cao vé rdi loan dudng huyét, gdm tang va ha duong huyét ¢ nhiing
bénh nhan diéu tri ddng thoi quinolon va thude ha duong huyét.

TAC DUNG KHONG MONG MUON

Rat thudng xuyén (> 1/10)

Thudng xuyén (= 1/100, < 1/10)

Khéng thuong xuyén (> 1/1000, <1/100)

Hiém (> 1/10.000, <1/1.000)

Rat hiém (<1/10.000)

Chura biét (khéng thé danh gia tir cac dit liéu ¢6 sin)

Réi loan tim

Hiém Nhip tim nhanh
Chua biét Loan nhip thit va xodn dinh (chi yéu trong nhiing bénh nhan cé yéu tb nguy co
kéo dai khoang QT), dién tdm dd c6 khoang QT kéo dai

R6i loan hé mau va bach huyét




Khéng thudng xuyén

Giam bach cdu, tAng bach ciu Al toan

Higm

Giam tiéu ciu, giam bach ciu trung tinh

R4t hiém

Mt bach c4u hat

Chua biét

Giam toan thé huyét cdu, thidu mau tan huyét

Réi loan hé than kinh

Khéng thudng xuyén

Chong miét, nhiic dau, budn ngt

[Tigm

Co gidt, run, dj cdm

RAt hiém

Bénh than kinh ngoai vi cdm giac hay gidc quan — véan ddng, mat vi giac, roi
loan khiu gidc, mét khiru gidc

Roi loan mat

RAt hiém

R&i loan thi gic

Rai logn tai va tai trong

Khong thudng xuyén

Choéng mit

RAt hiém

Suy giam thinh lye

Chuz biét

U tai

R&i loan hd hip, ngue va trung thit

Hiém

Co thit phé quan, kho tho

Rat hiém

Viém phdi dj (mg

Rai loan hé tiéu hoa

Thudng xuyén

Tiéu chdy, budn nén

Khong thudng xuyén

N&n mita, dau bung, kho tiéu, dﬁy hoi, tdo bén

Hiém

Tiéu chay — xudt huyét c6 thé 12 ddu hiéu coa bénh da trang, bao gdm ca viém
dai trang gida mac do Clostridium difficile

Réi loan thin va hé tiét niéu

Khong thirdng xuyén

Tang Creatinin mau

Rét hidm

Suy than cap tinh (nhir viém thin k&)

R6i logn da va md duwdi da

Khéng thudng xuyén

Phét ban, ngia

Hiém

Néi mé day

RAl hiém

Phan Gng nhay cam véi dnh sang

Chua biét

Hoai tor biéu bi nhiém ddc, hdi ehirng Sievens-Johnson, héng ban da dang, ting
tiét md hél Phan Ung da va niém mac cd thé doi khi xay ra ngay cd sau ligu ddu
tién

Réi loan mb lidn két va co xuong

Hiém

R&i loan gan bao gdm viém gin (nhu gén Achilles), dau khdp, dau co




Rét hiém

Dt gin, ¢6 thé xay ra trong vong 48 giér sau khi bit dau didu tr] va c6 thé Xay 1a
cd hai bén, y&u co — dic biét quan trong & nhitng ngudi nhuge co ning

Chua biét

Tiéu co van

Rdi loan chuyén héa va dinh dudng

Khéng thudng xuyén

Biéng in

Rat higm

Ha dudng huyét, dac biét 1a & bénh nhan tiéu dudmg

Nhiém khuin va nhiém k¥ sinh tring

Khong thuéng xuyén

Nhiém nam

Rbi loan mach

Higm

Ha huyét 4p

Rbi loan chung

Khéng thudng xuyén

Suy nhuge

Rat hiém

Sét

Chua biét

Pau (dav lung, nguwe va ti chi)

Roi loan hé mién dich

RAt hiém

Sée phin vé

Chua biét

Qua man

Ribi loan gan mjt

Thudng xuyén

Téang enzyme gan (ALT / AST)

Khéng thudng xuyén

Tang bilirubin huyét

Rét hiém

Viém gan

Chua biét

Vang da, ton thuong gan ning, bao gdm cd suy gan cap tinh

Réi loan tim thin

Khéng thutng xuyén

Mt ngu, cing théng

Hiém

R loan tam than, traim cam, trang théi 10 1An, kich dong, lo 4u

RAL hiém

Phén (mg loan thin kinh nhu hanh vi va ¢ nght tu sét, 4o giac

QUA LIEU

Theo céc nghién ciru vé ddc tinh trén dong vat, cde ddu hidu quan trong nhat co thé thay sau khi qua
litu Levofloxacin cdp tinh 13 cac tridu chiing cta hé thdn kinh trung wong nhw 10 1n, 0 tai, 11 loan tri
gific va co gidt kiéu dong kinh. Néu xay ra qué lidu ¢6 ¥ nghia, nén didu tri tridu chimg. Thim phén
méu, bao gdm thAm phén mang byng va CAPD , khéng cd hidu qué thai trir Levofloxacin khoi co thé.

Khong cd thude giai doc dac hidu. Néu udng qua liéu, ¢ thé xay ra cac phan ing tiéu héa nhu budn
ndn va dn mon niém mac. Nén rira rudt va diing thude khang acid dé bao vé& niém mac da day
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TRINH BAY: Hop 3 vi x 10 vién nén bao phim
BAO QUAN: Bao quéan noi khd mat, dudi 30°C, tranh énh sang
HAN DUNG: 36 thang ké tir ngdy san xuat.

Khéng siv dung thudc qua han ding in trén nhiin hjp.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI, DUGC Si
PE XA TAM TAY TRE EM

San xuat boi [P/

MSN Laboratories LTD (Formulation Division)
Plot No.42, ANRICH Industrial Estate, Bollaram, Medak District — 502 3257 AnidhraPradesh, An D¢
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