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' LEFLOCIN®

‘ Levoflaxacin hemlhydrate 5 mgim|

|
|
750 mg[150 ml
|

‘ Theoretical osmolarity is 318410 mOsmi

Keep out of reach of children.
‘ Use as prescribed by a doctor. ‘

| STERILE. |
FOR INFUSIONS.
| NON-PYROGENIC. ‘

| Store bellow 30°C.

‘ Maximum storage time of solution
not protected from light is 3 days.

Pack of the drug product Leflocin 5 mg/ml solution for infusion
150 ml in glass bottles manufactured by “Yuria-Pharm” Ltd, Ukraine
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| Thanh phén: Méi 150 ml dung dich chira:

Rx Thudc ban theo don Levofioxacin hemihydrate 0 ?Sg
L e e e e T ™ Disodium edetate
| Sodium chlonde
® Nuwdre cat pha tém vira 80 150!7%
’ Chi litu dung va céch ding,
L E F L 0 C ' N ché:g':hi dlni’t vagcéc théng tlngkhac
Xin doc trong t hyong dén
Levofloxacin hemihydrate 5 mg/ml bé" trong hop thu
| B&o quan: & nhiét 4 dudi 30°C,
Tiém truyén tinh mach | Déng géi: Hap 1 1o 150 mi.
DE XA TAM TAY TRE EM_
BOC KY HUONG DAN SUf DUNG
‘ TRUGC KHI DUNG
Dung djch tiém truyén N
Yuria-Pharm Ltd.,
FLUOROQUINOLONE Try s&: 10, Mykoly Amosova Str.,
WIDE SPECTRUM ‘ Nhé may: 108, Verbovetskogo Str.,
OF ACTION 18030, Cherkassy, Ucraina

Tel.: +38(044) 2 1-01-01
‘ www.uf.ua

Nh&p khlu béi:

150 ml

&5 YURIA-PHARM

N

Rx Prescription Drug

LEFLOCIN'

Levofloxacin hemihydrate 5 mg/mi

sion solution

FLUOROQUINOLONE
ANTIBACTERIAL WITH
WIDE SPECTRUM
OF ACTION

Intravenous infusion

£ YURIA-PHARM
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Label of the drug product Leflocin 5 mg/ml solution for infusion
150 ml in glass bottles manufactured by Yuria-Pharm Ltd, Ukraine
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5 Rx Thudc ban theo don

**  LEFLOCIN®

| Levofioxacin hemihydrate 5mg/ml  Levofloxacin hemihydrate 5 mg/ml

Dung djch tiém truyén
! 150 ml 1 50 ml TIEM TRUYEN TINH MACH
[ sBK
| 8016 5X:
HD:

- PANTONE 662C
uv
ﬁ PANTONE Cool Gray 6 C

Composition per 150 mi:

Levoloxacin hemihydrate 0.75 g
Disodum edetate 00075 ¢
Sodium chioride 1359
Water for injecions up to 150 ml
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Rx Thudc bin theo don
Dé xa tam tay tré em
Bgc ky huong dén sie dung truéc kh: dung
Néu cin thém thong tin, xin héi y kién bdc st

LEFLOCIN

THANH PHAN: Mdi lo 150 ml dung dich chira:
Hoat chit: Levofloxacin hemihydrat......... T —— 0,75¢g
Td dworc: Natri clorid, dinatri edetat, nudc cat pha tiém.

DANG BAO CHE: Dung dich tiém truyén

DUQC LUC HQC

Levofloxacin 1a khang sinh thugc nhém fluoroquinolon, ¢6 phd khéng khudn rong. Thubc ¢6 tac
dung tdt d6i voi cac vi khuan Gram 4m va Gram duong, cling nhu céc sinh vét ndi bao- Enterococcus
faecalis, Staphylococcus aureus, Staphylococcus epidermis, Streptococcus pneumonia, pyogenes,
agalactiae, Viridans group streptococci, Enterobacter cloacae, aerogenes, agglomerans, sakazakii,
Escherichia coli, Haemophilus influenzae, parainfluenzae, Klebsiella pneumoniae, oxytoca, Legionella
pneumophila, Moraxella catarrhalis, Proteus mirabilis, vulgaris, Pseudomonas aeruginosa, fluorescens,
Chlamydia pneumoniae, trachomatis, Mycoplasma pneumoniae, Acinetobacter anitratus, baumannii,
calcoaceticus, Bordetella pertussis, Citrobacter diversus, freundii, Morganella morganii, Providencia
rettgeri, stuartii, Serratia marcescens, Clostridium perfringens, Salmonella spp., Shigella spp. , Neisseria
gonorrhoeae, Ureaplasma urealyticum, Yersinia spp.

Hon nira, céc vi khudn nhu mycobacteria, H. Pylori va vi khudn ky khi ciing nhay cam véi levofloxacin.
Treponema pallidum khong nhay cam vdi levofloxacin.

Tac dung diét khudn cia Levofloxacin 1a do e ché DNA-gyrase, mot loai enzym cua vi khudn, va
topoisonmerase tuyp I1, ngan chan qua trinh phén chia té bao vi khudn dan dén vi khuan bi tiéu diét.

DUQC DONG HOC
Levofloxacin de dang dugc hép thu vao céc co quan va mo. Thuoc ¢6 ndng dd cao trong nudc bot,
dom, dich cudng phdi, phdi, mat, tai mat, tuyen tién liét, nudc tiéu, da va  Xuong.

Co6 khoang 30-40% Levofloxacin gé‘n ke‘t vGi protein huyét trong. Nong do dinh cua Levofoxacin
trong huyét tuong (sau khi tiém truyén lieu 200mg trong 30 phut) dat dugc ngay khi két thic truyén
thude. Thoi gian ban thai cua thudce tir 6 - 8 gio. Levofoxacin rt it bi chuyén hoa trong co thé, trén
85% dugc thai ra qua nudc tieu, Levofoxacin dugce tim thay trong nudc tiéu trong yong 24 gio chi
sau mot liéu duy nht.

CHI PINH
Dung dich tiém truyén Leflocin dugc ding cho ngudi lon dé diéu tri cac trucrng hgp nhiém khuan
do cac vi khuan nhay cam vdi levofloxacin gdy ra sau ddy: viém phdi, nhlem khuén duofng tiét niéu
¢6 bién chung (bao gdm ca viém bé than), nhiém khudn da va cdc md mém, nhidm khuin mau,
nhiém khuén trong é bung.

LIEU DUNG VA CACH DUNG
O ngudi 16n, Leflocin duge dung dudi dang truyen nho giot tinh mach, liéu lugng tay thudc mirc do
ning nhe ctia nhiém khuan va d9 nhay cam cua vi khuén gdy bénh véi thude. Vi nhig ngudi truong

thanh khéng bi suy gidm chirc nang than va thanh thai creatinin trén 50 ml/phut, liéu khuyén ding nhu
sau:

2 )



https://trungtamthuoc.com/

Chi dinh Liéu dimg S6 lin dimg Thoi gian diéu tri
hang ngay thuéc/ngay

Viém phdi cdng dong méc phai 500-1000 mg 12 7-14 ngay
Nhiém khudn dudng tiét nidu ¢6 bién 250 mg* 1 7-10 ngay
chirng, bao gdm ca viém bé than

Nhiém khudn da va md mém 500-1000 mg £ 7-14 ngiy
Nhiém khudn mau 500-1000 mg |2 10-14 ngay
Nhiém khuén trong 6 bung 500 mg 1 7-14 ngay

*Trong céac trucmg hop nang, lidu diing ¢o thé tang lén.
** K&t hop voi cac khang sinh dé diét trir cac vi khuén ki khi.

Vi levofoxacin dugc thai trir chu yéu qua than, liéu ding cén dugc diéu chinh d6i voi cac bénh nhén

suy than.

O ngueoi Iom bi suy gidm chike ngng thdn (thanh thai creatinin dudi 50 ml/phat), liéu ding nhu sau:

Thanh thai creatinin

Liéu Iweomg (tay thudc vao mire dg ngng nhe cia bénh)

50 - 20 ml/phat

Liéu ban q:?lu: 250 mg
cac lieu tiép theo: 125
mg/24 gid

Liéu ban QQu: 500 mg
cac liéu tiép theo: 250
mg/24 gt

Liéu ban dau: 500 mg
¢éc licu ti€p theo: 250
mg/i2 gid

— 10 ml/phut

Liéu ban qau: 250 mg
céc lidu tiep theo: 125
mg/48 gidy

Ligu ban qgu: 500 mg
cac lieu tiep theo: 125
mg/24 gidy

Liéu ban dau: 500 mg
cdc ligu tiép theo: 125
mg/12 gio

< 10 ml/phit (bao gom
thdm tach mau va loc
mang bung lién tuc*)

Liéu ban dau: 250 mg
cac lieu tigp theo: 125
mg/48 giv

Liéu ban inu: 500 mg
céc lieu tiep theo: 125
mg/24 gio

Lieu ban C!éu: 500 mg
cac lieu tiep theo: 125
mg/24 gid

*Khéng cin dung thém lidu sau khi thAm tach mau va loc mang bung lién tuc.

Liéu dimg cho bénh nhin suy chirc ndng gan: Khong can didu chinh 1idu dbi v&i bénh nhén suy
chic niing gan, vi lugng levofoxacin chuyen hoa qua gan |a khéng dang keé.

Liéu ding cho nguwoi gia: Khong cdn diéu chinh lidu ding cho ngudi gia khéng bj suy giam chirc
néing than.

Dung dich truyén tinh mach Leflocin dugc truydn nhé giot tinh mach cham. Thoi gian t6i thidu dé
truyén mot lo Leflocin (150 m! dich truyén chira 750 mg levofoxocin) 12 90 phat.

Tly theo diéu kién cGa bénh nhdn, c6 thé thay thé thude tidm bing thudc udng sau mot vai ngay
nhung van giit nguyén lidu lrgng.

Thoi gian dleu tri tiry thudc ting diéu kién cu thé va dudi 14 ngay. Cing nhu cac thude khang sinh
khéc, nén tiép tuc dung Leflocin trong vong it nhdt 48-72 gid sau khi hét sét hodic sau khi chimg minh
da tiéu diét duge vi khuan géy bénh.

CHONG CHI PINH ‘
Qua man cam v&i quinolon, phy nit ¢o thai va cho con b, tré em dudi 18 tudi, bénh nhin cé tién su
tac dung phu trén gin do dling quinolon, bénh nhan cé khoang QT kéo dai.

CANH BAO VA THAN TRONG:

Vi bénh nhén bi rbi loan chuycn hda porphyrm Leflocin ¢6 thé khién bénh trim trong hon, Véi
ngudi cao tudi, thude 6 thé dan dén chiing viém gan, dic biét khi dung dong thdi voi cac corticoid.
Can chi v v&i cac bénh nhin mic ching xo vita ddng mach ndo, roi loan tudn hoan ndo hoic suy giam
chire ning than. O bénh nhan thidu hyt glucose-6-phosphatedehydrogenase, quinolon ¢ thé gdy tiéu
hay héng cdu (tan mau). Néu xay ra céc tac dung khéng mong mudn, dic biét ri loan h¢ than kinh
hojc di img xay ra sau lan dung thube dau tién, cén ngung dung thude ngay [ap tirc. Khéng tiép xic
véi tia tir ngoai khi diéu tri bing Leflocin. Cén than trong khi ding thude nay cho bénh nhan bj
dong kinh, bénh hé than kinh trung uong hodc bénh nhin ¢é nguéng co giat thap.
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Sir dung Leflocin c6 anh huong khéng tét dén kha ning thyc hién céc hanh dong yéu cdu nhiing phan
{ng tdm thn van dong nhanh nhay. Phan (ing s& cang chm hon nira néu bénh nhan sir dung rugu

TUONG TAC THUOC , ’
Can than trong khi st dung Leflocin véi cac thuoc lam glam ngudng co gidt (theophyllin, cac thudc
chong viém khong déc hiéu). Cimetidin va probenecid lam giam thai trir Leflocin trong cac co quan cua
co thé. Leflocin tuong hgp vdi mét s6 dung dich tiém truyen khac nhu dung dich natri clorid 0.9%,
glucose 5%, dung dich Ringer va cac amino acid. Khong dugc tron thudc ndy cling vdi heparin hoic cac
dung dich kiém, cyclosporin va cac thudc khang vitamin K.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Do chua c6 cac nghién clru va céc quinolon c¢6 kha nang gay ton hai dén su phat trién cla cac sun
khdp, khong dung Lef'locm cho phu nir ¢6 thai hodc cho con bu. Néu phat hién ra c6 thai trong khi
diéu trj bang Leflocin, cin thong béo cho bac sy biét.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Sir dung Leflocin c6 anh hudng khong tét dén kha néng thyc hign cac hanh dong yéu céu nhirng phan
{ng tdm thin van dong nhanh nhay. Bénh nhén cAn than trong khi l4i xe hodc van hanh may méc.

TAC DUNG KHONG MONG MUON

H¢ tiéu héa/ chuyén hoa:

Thuong gap: Buon non, tiéu chay.

it gép: Chan an, ndn, dau bung, roi loan tiéu hoa.

Hiém gap: Tiéu chay c6 mau, ddi khi ¢6 biéu hién cia viém duong rugt bao gdm ca viém dai trang
gia mac.

Rat hiém gap: Ha ducmg huyét (giam lugng dudng trong mau) nhat la trén bénh nhan tiéu duong.
Dau hi¢u thuong thdy cua ha ducng huyét 1a thém an, bon chdn, ngum run ray toat md héi.

Mot s0 loai qumolon khéc dugc biét ¢o nguy co giy réi loan chuyen héa porphyrin cdp trén bénh
nhan mic bénh rdi loan chuyén héa porphyrin. Leflocin ciing ¢6 thé gdy ra hién tugng nay.

Gan va than:

Thuong gap: Tang cac enzym gan (cac transaminase ALT va AST).

it gép: Tang bilirubin va creatinin hyét thanh. ) )

Rét hiém: Cac phan ang trén gan nhu viém gan. Suy gidm chiic nang thin dén suy than cép, viém
than ké.

Hé than kinh: ‘ )

It gdp: Nhirc dau, U tai/chéng miit, roi loan gidc ngu.

Hiém gép: C;‘lm giac bét an, nhu di cam bér] tay, run, lo léng, s¢ hai, co giét, lan 16n.

Rat hiém: Roi loan thi gidc va thinh giac, roi loan vi giac va khiru giac, gidm chirc néng xtc giac, cé
céc phan tng loan tim than nhu 4o gidc va nhugc cam (giam nhay cam véi kich thich hodc cam
gi4c). Réi loan chuyén dong bao gom ca khi di bd.

Hé tim mach va tuan hoan:

Hiém gép: Nhip tim nhanh, ha huyét ap;

Rét hiém gap: dot quy glong sbc.

Anh huong dén co, gdn va xuong:

Hiém gép: Tén thuong day ching bao gdm viém, dau khdp va co.

R4t hiém: Dt gén (nhu gén got). Tac dung khong mong mudn nay c6 thé Xdy ra trong vong 48 gio
ké tir khi bt dau diéu trj va anh hudng dén gan got & ca 2 chan. Yéu co cé thé la tac dung phu can
quan tdm ¢ bénh nhén bi bénh nhugc co ning.

Trudng hgp ca biét: globin co nigu kich phat.

Anh hieong dén madu.:

it gap: Tang bach cau wa eosin, giam bach cau

Hiém gép: Giam bach cau trung tinh, giam tiéu cdu dan dén lam tang nguy co Xuét huyet

Rét hiém: M4t bach cau hat, diéu nay co6 thé dan dén cac triéu chimg bénh nang nhu sbt rét tai phat
hogc kéo dai, viém hong, yéu mét ning.

V4N o vci/vd
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Truong hop ca biét: Giam 56 lugng hong cdu (thiéu mau tan huyét) va giam s6 lugng cua tht ca cac
loai t& bao mau (glam toan thé huyet cau).
Phan irng trén da va phan wng di ing toan thdn:
it gép: Ngtra va da ndi man do
Hiém gap: Cac phan (ng man cam toan thin (phan (ng phan v¢ va di (ng) kem theo céc trigu
chung nhu nbi may day, co that phé quan, ¢6 thé kho tho.
Rét hiém: Phil da va niém mac (phii mat, phit niém mac thanh quan). Ha huyét 4p manh va sbc; kéo
dai doan QT, nhay cam voi anh sang va tia tor ngoal
Trudng hop cé biét: ndi mun nudce nang & da va niém mac nhu hgi chlmg Stevens-Johnson, hoai tur
thuong bi nhiém doc (hoi ching Lyell) va ban do nhiéu dang c6 dich ri. Cac phan {ng qué man toan
than ¢ thé biéu hign trudc béng céac phan ing nhe hon trén da. Céac phan (g nay c6 thé xay ra som
ngay & liéu dung ddu tién va sau vai phit hoac sau khi diing thudc vai gio.
Cdc tdc dung phu khdc:
it gép: Dau va dé tai vi tri tiém truyén, viém tinh mach
Thucmg gap: mét moi (suy nhuoc).
Rat hiém: rét run, cac phan ung di ung ¢ phdi (viém ph01 di tng), hodc vi mach méau (viém mach).
Su dung bat ki loai thube khang sinh nao cling ¢6 thé gy ra nhung rbi loan c6 hen quan dén h¢
thong vi sinh vat trong co thé. Diéu nay c6 thé gdy ra cac nhiém khuan thir phét can tién hanh diéu
tri bo sung.

* Thong bdo cho bdc sp nhitng tic dung khéng mong mubn gdp phdi khi diing th udc.

QUA LIEU:

Str dung thude qua lidu co thé - gay Idn [6n va suy giam y thirc, chong mét, co giat, rdi loan tam than.
Dung qua liéu diéu tri dan dén kéo dai doan QT Néu xay ra qua liéu, can theo ddi chat ché tinh
trang cta bénh nhéan bao gom ca dién tdm 6. Tién hanh diéu trj triéu ching.

Thim tich méu, bao gdbm ca thim phan phic mac hodc thim phan phiic mac lién tuc khong ¢6 hiéu
qua thai trir levofloxacin khoi co thé. Khdng c6 thubc giai doc dac hiéu.

BAO QUAN: Béo quan & nhiét do dudi 30°C.

HAN DUNG: 2 nam ké tir ngay san xuét.
* Khéng ding thudc qud thoi han si dung.

PONG GOI: Hop | lo 150 ml.

Sén xudt boi
“YURIA-PHARM” LTD.
Tru so: 10, Mykoly Amosova Str., Kyiv, 03680, Ucraina  /
Nha may: 108, Verbovetskogo Str., Cherkassy, 18030, Ucramai
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