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sk iz theo don thendc

LEVOCINCO
{Levaffoxocin (dudi damg Levoflovacin hemihydrai) 750 mg)

1. Tén thube
LEVOCINCO

2, Cae ditn hign loeu § vi khuyén eho khi ding thube
Do ki haedmy diin sie dyng triede khi ding

Bé xa diim tay iré em

3. Thimh phitn edng thive thube
MBi vién ndn bao phim chim:
Thimh phitn hoot chilt; Levofloxacin (didi dang Levofloxacin hemihydrat) 750 mg

"Thimh phiin t duge: Microerystalline cellulose pil 101, silica colloidal snhydrous, crospovidone,
povidon K30, sodium steary] fumarat, hypromellose 606, hypromellose 615, propylen glycol,
tale, oxyd sit 46 (E-172), oxyd s vimig (15-172), titun dioxyd.

4. Dang bio chié
Vién nén bao phim,
Vign nén dii bao phim, mau hiing nha, canh vt thimh vign inh 1n.

5. Chi djnh

Levofloxacin 14 mit khdng sinh thude nhom fluoroquinolone, duge chi dinh cho ngwdin lom (18
i triv 18n) trong diéu 14 nhidm khudn do vi khudn ohgy cim d duee xde dinh vid i bénh nhi
khi ¢6 chi dinh.

5.1, Vidm phii mic phai fgi binh vign

Thuie dirge chi dinh cho bénh nhin trudmg thinh trong didu tef vidim phidi mée phai i bénh vién
dho cde vi khudin sau: Stapplococens aurens nhpy cldm vidi methicilling Prendamonas aeriglnose,
Servitia merceseens, Excherichia coll, Kfebsiella presmontae, Haemophifus influenzoe holic
Shreptococens preumaonioe. Ciln didu trj 18 ey theo chi dinh im simg. Trong truwdmg hep tie nhin
gy bénh duoe chuin dodn holke nghi ngd 14 Prendomoncs aernginosa, nén phii hop didu i v
fi-lactam khing Prendomaorias.
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5.2 Viém pﬂdf mie phadi tgi cing ding: Phde di diéu tef tie 7 dén 14 ngay

Thube duge clil dinh cho bénh nhin trirdmg thinh trong diéu trj viém phéi miic phéi ti ching dbng
do ete vi klufn sau: Sraphvlococens aureus nhay cim vai methicilling Sirgpiocecens presmonioe
(hao gom ci ching Streprococeus prewmonioe da khing thubie [MDRSP, Feaemaphilus
inifluenzae, Haemophilus parainfluenzoe, Klebstella  puewmonioe, Movavella  cotorrhaliy,
Cibamyelophila prenmoniae, Leglonelia prnenmophila hoe Mycoployma prenmoniae. Che cliing
MDRSP da khang thube 14 cde chimg khing it nhit hai trong 56 che logi khdng sinh sau: penicillin
(MIC = 2 meg/ml), cephalosporin the b 2 (vi dy: cefuraxime), muaerolide, tetmeyeline vi
trimethoprimdsul famethoxazole.

5.3, Vidm phii mic phii tgi cfug ding: Phic di didn trj § ngiy

Thude duge chi dinh cho bénb nhiin tneg thanh trong dhidu tri vidm phﬁ! mic phii 1 cing dﬁng
do el vi khuiin sau: Steprococens pnesmoniae (khing bao gom céc chimg da khing thube
IMDRSP), Hoeemophifus influenzae, Hovmophiley parainfleenzae, Mpcoplasmo poewmonios
hope Cieenyofopdiila prewmonioe.

5.4, Nhidm khaiin da vé cine tede da plide tgp

Thude duoe chi dinh cho bignh nhin teong thanh wong dicu ] nbiém klin da vi o e da
phite tp do ehde vi khuiin sau; Staphplococens aurens nhgy chm visi methicilling Enteracoccis
Sfrwealls, Streplococees pyogenes hoje Profeas mivalbdlis,

5.5, Nhidm khaidn da va cidu triie do khdng phiee fgp

Thubic duge chi dinh cho béah nhiin trudng thinh wong didu 1) nhiém khudn da vt ciu e da
khing phire tgp (mive 43 nhe dén trung binh) bao pdim: dp xe, vidm mi 1€ bio, nhit, chive i, vigm
dy ml, nhidm khufn vét thwong do Stapdylococens ewrens nhyy cim v methicillin hoje
SO HY. PVOEENES,

5.6, Vidm tupén tidn 11§ man tink do vi khsin

Thiitie duge ehl dinh cho bénh nhiin triimg thimh trong diéu 1rj viém 1u:.ré!|. titn 1iét man tinh do
Eseherichin coli, Emterococeny foecalis holc Stopfplococens epidermidin nhyy  cim wii
methicillin.

5.7 Bnh than thé ho kip (san phot ahiém)

Thutic duge chi dinh cho bénh than thé ho hip (sau phoi ohiém) nhim m gidm 1y 1§ méc bénh
hofie lém chiim qué trnh tifn toén cie bEnh say khi hit phii Bacillis anthracts & ngud dm vi
bl nhi tir 6 thing i trd 1én, Hidu qud cta thude dig trén nﬁng i thudi trong, huyét neomg
dat duge & ngud, 1ir tiéu chi dinh gid thay thé 6 thé dy dodn rude duge higu gui lim sing,
Chura cd nghién ol v khit nfing phing ngim cis thube sau khi phot nhigm véi bénh than thé ho
hiip, Tinh an todn cla thudc & ngued 1on khi didu 1 kéo dii quea 28 nghy hofic & 1é em khi didn
i kéo dai 14 nghy chira duge nghién ci, Vige didu tri kéo dii bing levofloxacin chi néa dunsc
fip dung khi bod feh vt trdi so vl nguy o,

5.8 Bguh dich hpeh
Thube duge chi dinh rong didu i bénh dich hach, bao ghm dich hpch thé phdi va dich hach thé
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nhidm tring huyét do Yersinia pestix (Y. pestis) vi dy phong bEnh dich hpch & nguéi 1én vil bénh
ahii tir 6 thing tudi trér 1én, Che nghién eiru vé hidgu qua coa vién nén Levolloxacin khing thé duge
thyre hidn & ngudi mibc bénh dich hach vi 19 do dgo diec vi tinh khit thi. Do d6, vige phé duy@t chi
dinh ndy dym trén mdt nghién ciu vé hidy qui degre thaee hifn trén ddng vit,

5.9, Nhidw khiin dodmg tide nigu phive tap: Phic 46 didu irf 5 ngiy

Thude direre chi dinh cho bénh nhin trwing thinh trong didu trj nhiém khudn duwomg &1 nigu phire
wp do Excherichio coli, Klebsiella presmonive hode Protess mivabills.

500, Nhidm khudin diedmg 6ét nigu phiie fap: Phic dd didu ir] 10 ngdy

Thuide duge chi dinh cho bénh nhin tnromg thinh trong didu i ahidm khudn duomg 1E nigu phire
lap {(nhg dén trung binh) do Emerococcns faecalls, Enterobacier eloneae, Escherichia coll,
Kiebsiella ppenmoniae, Protews mivabifis hode Pseudomones aeruginose.

5.0 Vigm bé thiin cip tinh: Phic 80 @idu tef § hoge 10 ngay

Thube dirge ehi dinh eho binh nhiin trudmg thimh trong didu 11 viem b tidn cip tinh do
Eseherichia coll ghy ra, bao gdm i indmg hop nhiém khuin hoyét ding thid,

5,12, Nhiém khudn dudmg tidt erifur kiviing phire top

Thude duge chi dinh cho bénh nhin tnedmg (hinh d& didu uf ahifom Khudn dudng i nidu khdng
phire tap {nhe dén trung binh) do Escherichia coli, Klebsiellu premmonioe hoje Stapliplococens
sapraphpicns.

iy khidng sinh Muoroquinolone, trong 86 b levolloxagin lién quan dén phim tmg c6 bai nghiém
trom (%em myc Canh bao vit thin twoog khi dimg thudie) vt nhidin Khudin ditmy iy mifu khdng
phire Lap & mdt 50 bEah nhin cd the ty khii, chi nén sir dung levalloxacin cho nhitng bénh nhin
khiing ¢ lym chon didy i ki thay 1h.

5.13. Pyt nhiém khuin cilp cia vidm phé qudn mgn tink

Thube duwe ehi dinh eho bénh nhiin tneémg thanh trong digu 1 det nhiém khoin ciip cha vidm
phé quin man tinh (ABECB) do Staphylococcic aurens nhigy cim woi methicillin, Streprococcus
prewmoniae, Haemophilus influenzae, Hoemophilus paraigfluenzae hofie Moraxella cotarvholis,
Do khing sinh NQuoroquinolone, wong dé ¢b levolloxacin hén quan dén phén img cb hal nghigm
trong (xem myc Chnh bio v thin trong khi ding thude) v dot nhidm khudn eiip et viém phi
quiin magn tinh & mdl i bénh nhiin co thé tir khai, chi nén sir dung levofloxsein cho nhimg bénh
ahiin khiing e lya chon didu 1rj khic thay the,

5,14, Viém xoung chp tinh do vi kidn: Phde db didu ef 5 ngiy vio 10 dén 14 ngiy

Thube duge ehi dinh cho bénh nhin tridmg thanh trong diéu i viém xoung ciip tinh do vi kb
(ABS) do Streprococcus pretmoniae, Haemophilus influenzae hofe Moravelle eararvhadis.

Do khang sinh Nuoroguinolone, rong dé cd levotloxacin lién quan dén phidn (mg c6 hai nghidm
tromg (xem mype Cinh bdo vi thdn wong khi ding thuthe) v vidm xoang :ﬂp tinh do vi kKhudn &
mit st bénh nlidtn of the e khoi, chil nén sir dung levofloxacin cho nhitmg bénh nhiin khing cd
Iy chon digu i khéie thay (hé,
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515 Nii-dung

& gidm thidu sy phit tridn cha vi kKhidn khing thude, dbng thai duy 16 higu qua cin levolloxacin
vi ciic khéng sinh khit, vien nén Levofloxacin chi nén duge sir dyng 0 dicu 1 hodic phang ngir
che nhigm khuin ma d duge chiimg mink hofic nghi ngd cao 14 do vi klan nhay ctm giy ra.
MNén xem xét thng tin vit nudi {:ﬁy vit df nhay cdm khi s chon hofc didu chinh ligu phap khing
sinh. Trong iruémg hop khing of dir lidu ivén, dich 1 hoe tai dja phuong vii 40 nhay cim vi
khidng sinh ¢b thié gdp phﬁn it vige lya chon ligu phip theo kinh nghigm.

Nudi cdy v xér nghitm @5 nhay cdm;

Ciin thyre hign nudi cdy vi xét nghigm d8 nhay cam thich bop tude khi didu i dé phin §p va
xiic dinh cic vi sinh viil ghy nhidm khubo cling nhir xde dinh dd nhay cim cia ching v
levolloxacin, Vige didu trj biing vién nén levoloxacin 6 (h& duge ban diu trude khi oo két gud
e ciic %61 nghiém niy; khi ¢b kit qua, nén lyn chpn ligu phip thich hop. Gidng ol cac logi
thue khiie trong nhom niy, mit 5ih ching Pyeudomonas oeruginosa co thé 1rér nén khding thufic
khdl nhanh trong qud trinh didu 1 bing levoloxacin, Tign hinh nudi cly v xét nghigm dd nhay
efim dinh k¥ trong qua trinh didn irf 58 cung cip thing tin vé kb ning tiép e nhey clm cla cie
the nhiin gy bénh v thube khing sinh va ciing ¢ thé 14 kha ndng khing thude cia vi khuin,

6. Céch dimg, litu dimg
6.1, Lidu ding che bfnh nhin triceng thanh cd d§ ihanh thai creatinin = 50 ml{phit

Ligu dimmg thing thuimg cla vién nén levelloxacin ld 250 mg, 500 mi hoge 750 my uﬁnu mioi 24
gy, tiy thude vao logi nhim khudn v duge mo (@ chi 1iét trong Biang 1. Lidn khuyén cio fp
dying cho binh nhin ¢b 4§ thanh thai creatinin = 50 mL/phit. D& véi bénh nhidn eb b thanh thii
ereatinin < 50 mL/phat, ciin hidu chinh litn ding thude,

Bang 1: Lidu ding levolloxacin doi vii bénh nhin trinmg thanh e 3G thanh thi ereatinin = 50
mlphit

. Lidu dimg Thivi gian didu
W
ot aik mbizd g |t (nghy) 4
Viém phéi mic phii tpi bénh vign 750 mg 7 dén 14
Vigm phéi mic phii 1ol chng dbng ) - | s00met 7dén 141
Viém phisi mac phit ti edng dbng 750 m § 5§
MNhidm khudin da v edu trde da phire tp (S551) 750 mg 7 détn 14
Nhifm khudn da vi chu trie da khang phirc 1gp SO0 mp 7 dén 10
Vidm tuyén tién liét man tinh do vi khuiin 500 mg 28
Bénh than thé hd biip (san phod nhigm), bénh nhiln treimg | 500 mg 60 1
thinh v bEnh nhi co ciin ndng b 50 kg v 1én™
Béuh nhi b eiin nfng 1 30 kg dlin i 50 kg Xem bang 2 6l i
bén dudi (6.2) |




https://trungtamthuoc.com/

| 3énh dich hach, bénh nhin trurémy thinh va bénh nhi b ein | S00 mg 10 dén 14 |
ndng tir 50 kg o lén*
3énh nhi cd cin nfing tir 30 kg dién chndi 50 kg Kem bang 2 10 dén 14 |
— hﬁ{iﬂtrﬁi {6.2) _ = [
Nhidam kluiin dudmg i niéa phive tap (cUTT) hofic viém | 750 myg 5
| bé thin cip tinh (AP) § -
Nhifam khudin dudmg ét nigu phire tap (UTT) hode viém | 250 mg 10
b thin clp tinh (AP) # e 2
Nhidm khudn duimg tiét nigu khing phire wp 250 myg 3
Pt nhidm khudn efp cin viém phi quan man tinh S00 mg 7
(ABECE) ~ L .
Vidm xoang cip tinh do vi khiidin (ARS) TS50 my b
500 g 10 dén 14

* Gilly ra bt che vi khudin dingpe chi dinh (xem plidin 5. Chi dink),

t Lidu phap tafin 1y (dimg tir levoloxacin theo dubdng iém (inh ageh dén vién nén levolloxacin
theo dudmg udng) ob the due thay diji theo quyét dinh cia bic 5§ didu 1.

1 Do Staphiylococeus awrews nhay chm voi methicilling Strepfococens prepmoniae (bao ghim efe =
ching dn khing thude [MDRSP)), Hoemophitus influenzae, Hoesaphitus parainfluenzae, =1
Kiebstella  premuonige, Movaxelle  cotarchalls, Chlanydophile prewswmonioe,  Legionella Hi
preumophila hojc Mycoplasma pretmonie. ."l'l.
& Do Sweptococens pmenmoniae (khdng bao gom ede chimg da khing thuide |MDRSP]), \
Haemophifus  influenzae,  Heemophits  paratnflucnzae,  Mycoplasma  preamoniae hode 5

Ilamydophila prewmoniae,

9 Phéc dd ndy duge chi dinh cho eUTI do Escherichio coli, Kiebsiella prenmonine, Proteny
mirahilis vit AP do E, coli, bao gbm ehe trudmg hgp nbidm khadn huyé dbing thvi. !

i Phic d4b niy duge chi dinh cho ¢UT do Enferococeus foecalis, Frntevococens cloacae,
Escherichio coli, Klebsiella prevmonioe, Protens mirabilis, Psewdomonus aernginosa, v AP do
E coli, |

b Vige sir dyng thudic nén bt diu cing sém cing (Bt sau khi nghi ng hoje 0 duge chiln dodn 14
hit phii vi khoin B antlracis. Chi dinh ndy dim wén tiéu chi dinh gid thay thi. Ning do
levalloxncin trong huyEt tromg dat dure & npguii c6 kha nng dy dodn higu qui m sing,

[+ Tinh an todn cia thube & ngudi 1on diéu tr wén 28 ngay hofic & bénh nhi didu irj trén 14 nghy |
viin ahura dwpe nghién cim. Ty 1§ ik e e dyng phy vé co xwmg khdp ting 180 so i nhdm
dii chimg da duge quan sat thiy & bénh nhi. Chi nén sir dyng thube kéo dii khi i fch lim hon
nguy co.

$Wide sir dyng thude nén bl dbu chng stm cing 1t suu khi nghi ngd hoje di duge chin doin
phori nhidm v Yersinia pestis. Néo 6 chi dinh Lim sang, liéu levotloxacin sir dyng o ditu irj
binh djch hych eb thé o hom lidu thuimy duge sir dyng dét didu 1e) bénh viém |:|I1E|1'.
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6.2, Lidu diing cho bénh nivi mic bink than thé hi hip hoge bnk dich hach

Litu dimg et thuste doi vin bénh than thé hd liéip ( sau pli phiém) va bénh dich hpeh & bénl nhi
cd clin ndng 1 30 kg trd én duge mi 1 dudi diy trong Bang 2. Khing thé diing thube cho bnh
nhi e6 ciin nfng dudi 30 kg do him legng igo i con hpn ché, C6 thé efin nhile che dgng bao ché
thay thé cia Levofloxacin cho bénh nhi e cin ning didi 30 kg,

Riing 2. Lidis dimg levolloxacin cho bénh nhi o clin ndng e 30 kg todr 180 mic binh than (hé hb
bip (san phoi nhim) vi bgnh dich hach®

: Logi nhifm khuin * Licu dimg | Thn sufit Thivi glan dicu trf 1
Bénh than thé hi hiip (sau phoi nhitm) 1.§
Bénh nhi cd ciin nfng v 50 500 mg MBi 24 it 60 ngly §
kg lror lEn L
Bénh nhi ¢b cdn nfng Ur 30 i :
. i 12 pidy
kg dén dudi SO kg Sone sl G0 ngiy 8 o
Bénh djch hpch - - =
i - T 50
Hguh nhi ¢ ohn g %29 | 500 g MBi 24 gits 10 din 14 ngy
| kg i lén
Bénh nhi cd ciin ning W 30 ) )
0 my MBI 12 gidy 10 dén 14
| kg dén dirdi 50 kg e N iz

*Do Bacillus anthracis v Yersinia pestis.

T Ligu phap twin by (ding 1 levofloxacin theo duimg tiém finh mpcl dén vién nén levofloxacin
theo dudmg ubng) cb thé duoc thay dfi theo quyét dinh e bie 5§ didu 1rj.

£ Vige sit dung thude nén bat dfu cdng som cing 16t sau khi nghi ngd holle 38 duge chin dodn
dit hit phiti 8. anthracis.

& Tinh an todn cia thube & bénh nhi didu tri wén 14 nghy chun dinge nghién ciu, Nén bin diu
diing thube cing sim cing 161 sau khi nghi ngd hofie dil dinge chin dodin phoi nhidm voi Yersinia
pestis.

6.3, Didu chink lién ding & wgiwdd teiedmg thimbk bi suyp thin

Can thiin khi ding thusbe niy & nhitng bénh nhiin bj suy thin, Cio theo 451 lm sing ciin thfin vi
ticn hinh ede xé1 nghidgm thich hgp trede vit trong khi didu e vl quik wink ddo Ui levolloxacin
wth thé gitm & nhitmg bénh alibn ndy, O nhimg bEnh nhiin bi suy thin (4§ thanh thai creatinin dindi
50 mL/phit), cin didu chinh ché d) licu d& winh tich tw levofloxacin do A thanh thii gidm.
Khang cdn diéu chinh lidu dang cho nhitng bEnh nhiin o & thanh il creatinin wr 50 mE/phot
i lén,

Ring 3 cho thiy cich di¢w chinh lidu dimg dun tén @ thanh thid ereatinin,

Bing 3: Didu chinh li¢u dimg o bénh ahiin tardng thinh bj suy thiim (D4 thanh thii ereatinin dudi
S0 mLSphdi)

I
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B thunh thii | D thnnh thad
creatinin tir 20 dén | creatinin tir 10 dén

Thim phin  mén

hode loe mang bung
Hén fye ngopl tri

By thanh  thii
creatinin ldm hom
hodie hiing 11

SO0 myp mdi 24 gidr

e ——

méi 48 i

49 ml/phit 19 mliphig
mliphii el et Laemy
Ligu khii ddu 750 | Lidu khoi dau 750
750 g mdi 24 gidr 750 mp mdi 48 pid my, sau dd 500 my | mg, sau do 500 mg

mi 48 giir

Lidy khot d@du 500

mg, sau dd 250 mg
mdi 24 gidr

Lidu khii din SO0
mg, sou dd 250 mg
méi 48 gid

Litu khéd diu 500
mig, sau dd 250 my

‘mdi 48 gio

250 mg moi 48 gidn.
MEu digu tri nhidm

Khitng oo thug ti
K hiing ciin difu chinh | khudn dudmg é1 nigu e g i

250 mg mdi 24 pit vé vike dicu chinl

i khong : pluln:: s | iy diing
khidng ¢an digu chinh
— lidu ding

6.4. Twemg tic thude véi cie tde nhiin tgo phie chelate: Thude khdug acid, sucralfate, eation
Kkim logi, vitamin thng hop

Thude niy nén duee dimg it nhit hai gid tne hodie sau khi ding thude khing acid eb chim
miagié, nhim, ciing nhu sucrallate, cdc cation kin logi nhur sfit vil e ché phﬁ.m vitamin ting hip
o6 chim kEm hode didunosine dgng vién nén nhailvién nén dém hoje bit pha dung djch utng cho
I em.

6.5, Hirdng din xi dung quan frong

Thite &n khdng doh hudng dén vige si dyng thude niy, Néu benh nhiin quén ubng mi lidu, ho
nén uing ngay khi co thé, bt o lc nio, tnede 8 gid so voi lidu tiép theo ligu trinh. Néu can il
hom 8 giér trrde khi @én lidu tiép theo, hily doi dén lidu tiép theo theo ligu trink.

6.6, Bit mirde cho bfnh nhin ding thude ndy

Ciin cluy tri di miede cho bénh nhiin dang s dyng levofloxicin dé ngan ngim sy cd dile qui mire
ninre tigy. DA cd bdo cdo vi tinh trpng tinh thé nidu vi try niéu khi s0 dyng che khang sinh
quinolone,

Chit ¥: Viri ciie chi dinh ed lidn dimg 250 mg vit 500 mg, nén si dyng dgng bio ché khae o
him hegmg phii hap.

7. Chiing chi djnh
Thutie ching chi dinh wi:

o M bj qua mdin v levolloxacin hofe cde thude khang sinh khae thude nham quinolone hode
bét kg 4 duge ndo duge ligt k& trong mye thinh phidn cong thire thude.

« Bénh nhiin bi ddag kinh.

Ay e S = A
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» Biénh nhfin o tién s roi logn v glin do ding Nuoroguinolone.
o Tié em vit (e v thimb nién dang phat trién

= Phuy nir e thai

= Phy nir dang cho con bi

8. Cinh bio va thiin trgng khi dimg thube

8. 1. Phin tng b had nghidm tepng cd kivd nidng khing hiti plgee vii giy tin (i bao gdm viém
il vit diit gin, bénh I thitn kinh ngogi bién wi cde dok hudng En hé thiln kink trang wong

Fluoroquinolone, bao gdm levofloxacin, b lién quan dén cic phin img cd hyi nghiém rong cb
khid nfing gy thn tht vit khing hiti phuc, c6 thé dnh hwdmg dong thiri dén nhiéu hé co quan tong
cor thé ein ciing mdt bénh nhin. Cae phin (mg ¢6 hgl thuémg dwge ghi nhin bao gom viém pin,
dhirt giin, dau khip, dou co, binh ly thiin kinh ngosi bign vi cde dnh hedng 18 hé thin kinh trung
wong (Ao gide, lo du, trém edm, milt ngth, dau din nfng va 10 1En). Chc phin tmg ndy oo thé xiy
e trong vong vid gity dén vi o sau khi bit du i dyng levoRoxacin. Bénh nhin & moi lin
tudi, hafic nhimg ngiii khong cé yéu th nguy eo tir tnsde, déu o6 thé gip nhimg phin img b hai
nfy. Npgimg st dung levolloxacin ngay khi xufit hign diu higu hoge trigu chimg diu tign cda bii
ki phin img co hai nghiém trong ndo. Npodi m, trinh sir dung fuorogquinolone, bao ehm
levollesacin, cho cic bfnh nhin d& timg gfp biit ey phin img e6 hai nghidm trong nio ob lién
quan dén nhom thube ndy,

8.2, Vidm pin v diit giin

Fluoroguinalone, bao pdm levofloxacin, da duge ghi nhin ¢b lién quan dén sy gia thng nguy co
vidm ghin v din ghn & moi W woi. Phin (mg cd bai niy thimg & gin Achilles vi cling d8 duge
bfio cho & ghn co chop xoay (vai), ban tay, ¢o nhi div, ngon tay cdi va efic v trf gin khic. Viém
gén holic din ghn co thé xdy r tong vong viii gid hofie vai ngiy sau khi bt didu sir dyng
levolloxacin hoje vai thimg sau khi ngimg sir dyng Aeoroguinolone, Viém gdn va did géin cb thé
xity 18 0r e hai bén co thi, Nguy co viém gin vi dint gan lién guan dén Nuoroguinolone g 1én
@ nhimg bnh nhiln trén 60 tudhi, nhimig bénh nhin dimg thude corlicosteroid vi nhifng bEuh nhin
ghéép thiin, tim hodc phf'ﬂ Che ;n.réu 1 khde 6 the lim ting nguy co din gin mdt cdeh dbe 1p bao
giim hoat dong thé chilt ghng sirc, suy thiin va ¢b tién sir mie che binh vé gin nhir vidgm khdp
dgng thiip. Vigm gin vidin gin dil duge bio cho & nhimg bénh nhiin ding Nuorsquinelone kibing
eb che yéu 1b nguy co néu trén. Ngimg sir dung levafloxacin ngay 1dp tie nga bénh nhin xudi
hign ehc tridgu chimng duu, sung, viém hode din gin. Bénh nhin nén duge khuyén nghd ngoi khi ed
diiu higu diu tién con vigm gin hode dirt gan vi lién bé voi nhin vién y 18 o6& duge e vin vé vige
chuyén sang sirdyng thube khing sinh khbng thude nhém quinolone, Trinh s dyng levolloxacin
o nhimg bénh nhin cd tién sir mic bénh Iy vé gin hodie din gan.

8.3, Bénh I thiln kinh ngogi bién

Fluoroquinelone, bao gim levolloxacin, dit duge ghi obdn 1 Hm Beg nguy co mbe biah 1y thin
kinh ngagt bifn. Che trudmg hep béinh by vigm da dily thiln kinh e tepe efim gitie hode cdm gide
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viin ding dnb hirdmg dén ede soi trpe nhod vivhode 1om din dén di cam, gidm cim gidce, riki lopn
chm gide v mit moi di duge bio co & nhimg bénh nhin s dung fuoroquinalone, buo ghm
levalloxacin. Che trigu chimp b thé xufit hign sém ngay s khi bit diu dimg levolloxacin vl cd
ihé khiing hidi phye & mt 56 bénh nhin, Negimg ding levolloxacin ngay p tiee néu bénh nhin
pip cde tridu chimg ve miil thim kinh bao gbm dau, chm gide bong rit, ngim mn, 1€ bi, vivhojc
m#l moi, hofic cic thay ddi cdm gide khae bao gom ciam gide chgm nhe, day, nhiél dd, chm gide
vi trf v cAm gide rung. Trinh sir dyng Auoroquinolone, bao gdm levolloxncin, & nhitng bénk
b O tirmg bi bEnh thiin kKinh ngoa biéa,

8.4 Tic dung n ¢ thin hink feang wong
Tiic dhymg khdng morig meidn v idwm i

Fluoroquinolone, bao phm levofloxacin, cling duge ghi nhiin I lim thng nguy co sy m efic the
dyng khdng mong mudn 1én b thin kinh trung wong (CNS), bao i logn thin do nhim dic,
fio pidic hodic hoang tudmg, tem cim hofie co ¥ dinh tr U, o ling, kich ding, bin chin hoge cling
thing, 10 in, mé sing, mit phiong hedmg hofic roi loyn chil ¥, mit ngd hofie dc mdng, suy gidm
trl nhi, Che trudmg hop clh gﬁllg tur tir hofle tyr tir thinh edng d8 dwoe bio cdo, dic bist & nhiing
bénh nhin cd Lt sir Wi edm hodie che ;n.rl:i.u th nguy cor tiém fn iy triim cim, Che phin img ndy
ci thé xdy ra ngay sau lidu diu tién, Néu cdc phin tmg nay xufit hign & bénh nhin dung sir dung
levolloxacin, cin ngimg sir dung thuic vi thire hifn cic bién phip xir Iy phit hep,

Ve dimge kiing mong mudn trén I thin kinh trung eovg

Flusroguinolone, bao gom levolloxacin, 43 duge ghi nhdn i lam (B nguy oo co gift, ting dp
lire ndhi s (bao gl!rm gli u nfio), un vi chong mi.

Ciing nhu che fluoroquinolone khic, levolloxacin nén duoc st dung thin trong & nhilg béah
nhdn duge chitn dodn hofic bi nghi ngd bj rdi logn he thiln kinh trung wong (CNS) do nb e thé
lim thng npuy co co gift hofe gidm ngudmg co @it (nhr xo vile ddog mach nilo ning, ddng
kinh) hofic khi cb cfic yéu 1 nguy co khic lim ting nguy co co gifl hode gidm nguimg co gif,
{nhur dp dyng m s lifu phip thudic, suy thin).

Méu che phin dng niy xiy m & bénh nhin dang sir dung levoiloxacin, i nging s dyng thude
vil thyee hidn che bign php xob bl phio hgp.

B.5. L tritm trpng thim bink nhige co

Fluorogquinolone, bao gdm levolloxacin, ¢b tie dung (e chié ddn trayén thilm kinh eo vt cd thé
lim triim trpng thém tnh tgng yéu eo & nhimg bénh nhiin by nhwge co, Che philn G cd i
nghiém tropng s khi thudic duge luw lidnh tén thi trindmg bao gﬂm 1ir vong v yén e I g hé
héip, da dugre bito cio cd Tign quan din vide sir dung Nuoroquinolone & nhitng bénh nhin cb tign
sir bj nhugee co, Trnh sir dung levolloxacin & nhirmg bénh nhiin cb tién sit hj nhinge co.

8.6, Cide phdn irng ed kgl nghiém trpng khdc vi didd ki gy fic vong

Ciic phin tng cd hpi nghiém trgng vh i khi ghy tr vong khibe, mdt s phin img 1 do qui min
v mit 5 khae 14 do nguyén nhitn khiing rd ring, 48 dwpe bio cio 1 hidm gap & binh nhin ditu
i bing Muoroquinolone, bao gdm levofloxscin. Che bign cb ndy ¢d thé rlit nghiém trong vi
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thurémg xiby e sau khi sodyng nhidy ligu. Cée bitu hign lim sing o thé bao gdm mdi bode nhidu
bitu hién sau:

+ S, phit ban hofie che phan img da nghiém tong (vi du: hogi W duegng bi nhifm die, hii ehimg
Stevens-Johnson};

« Viém mach; dou khidp; dau co; bénh huy@l thank;

« Vigin phdi qui min;

» Widm thitn k&; suy thiin cﬁp hode suy thin;

« Viém gon: ving da; hoai i gan cip hofic suy gan;

+ Thidu mi, bao gdm thifn médu tan médu v thigu miu bdt san; gidm fiéu ciu, bao gom xulit hiuyel

gidim tiu cfu huyét khéi; gibm bich ciu; miy bach efu hat; gim todn the huydt elu; vivhofic che
béit thirtmg vé huyét hoe khic.

Ngimg sir dyng levofloxacin ngay kKhi xudt hién phit ban wén da, ving da hojic bt ky ditu hidu
qué miin ndo khic vi thye hign cie bign phip b trg phit hep.

8.7, Pliin g qud mviine

Phiin tmyg (ui miin nghigém trong wi d6i khi giy ur vong bao gham phin dmg phim vé 48 dwoe bio
cio & nhitng bénh nhén dang didu 1rj bing Nuoroquinolone, bao pom levofloxacin, Che phin img .
niy thitmg xdy ra sau lidu dhu tién, Mot sb phin tmg cb thé di kém vai ehe diu higu nhar trgy lim g
mach, thifu miu co tim cip ¢o hoje khing cb nhdi mau co tim, hy hyé dpede, co gift, mil ¥ :
thire, 18, phit mgch (bao pim phi néfsimg Lo, thanh guin, cd hong, hofic mjt), e nghén didmp
thdr (bao gllf.‘vm co thit phé qufin, khd the, va suy hi hiip ciip), kho thi, may day, ngi, vi cde phin
{m da nghiém trong khiic. Ciin ngimg st dyng levofloxacin ngay khi xudt hign phat ban trén da
hofie bilt ki difu hidu qui min nio khée. Plin fmg qui man cip tnh nghiém frong cb thé ciin didu
tri bilng epinephring vi cie bign phip cip ciru khde, bao pbm thir oxy, dich rayen dnh mach,
thistse khiing histamin, corticosteroid, nmine ting huyét dp v kiém soal dudmg thy, theo chi dinh
Him simg.

8.8, Dfic tfnk veri gan

Ciic nghién el dich & hoe bao cho ring of s gin tng ty 18 phinh ddog mgch chil vl boe tich
ding mpch chib trong vong hai thang sau khi st dyng Muorequinolone, dic e B & bénh nisin
cao (o Ngwyen nhin gy mosu gin ting nguy co ndy chim dhge xéde dinh, U nhiing bénh nhén
dii duge chitn dodn phinh ddng mach chit bofic nhimg bih nhiin cd nguy co phinh dbng mach
chil cao hom, chi nén dimg levolloxacin ki khing co phovng phap didu trj hing khang sinh nio
khiic cé thit thay thé.

8.9 Nguy cor phinh ding maeh cli vi bie tdch ding mpeh chii

Cée bao cho sau khi thude droe lieu hinh tén thi rwémg da ghi nhiin cde tnedmg hop nhidm djc
gan nghiém trong (bao g vigm pan cip v cle trrdmg hop iy o vong) & bénh nlin dunge didy
wf bang levolloxacin. Trong cfc thir nghidm lim sing véi hon 7.000 béoh nhin, khing phit hign
thily biing chimg vé nhidm die gan nghiém trong ¢d lién guan dén thube.
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Nhifm dde gan nghiém trong thirmg xdy m trong vong 14 ngay k& ur khi bi diu dido i, vi hiw
hit cfe trndmg hgp xdy m trong vong 6 ngiy, Da st chc teweirg horp nhiém die gan nghiém trong
khéng lién guan dén sy qua min. Levolloxacin nén duge ngimg sir dung ngay 1p tic néu bénh
nhin xudt hién cac ditis hidu v tiga chimg ¢na vidm gan.

810, Tiéu chiy lién quan dén Clostridinm difficite

Tidu ¢chiy lién quan dén lasiricium difficile {CDA1Y) di duge bao cho khi s dyng hilu hét ede
toai thude khing sinh, bao ghm levofloxacin, v mire 46 nghigm trong o thé tir tiéu chiy nhg
dén viém doi iing giy 1 vong. Digu 1 bing thude khdng sinh lhm thay d6i h§ vi khuan binh
thirémg cin ruft diin dén sy phit tridn qui mie cla Cdifficile. Cdifficile san xuit dgc 16 A v B
gip phiin vio sir phit trién edn CDAD, Cie ching Cdifficile sin xuit 0je 18 eye monh gy thig
ty bé miic blnh va tir vong, vi c6 Ihé khong i thude khang sinh ndo didu t duge cde binh alidm
trimg ndy v chn phibi el bo dyi trmg, CDAD phai dige sem xé & il ch ede bénh nhin bj tiéy
chity sau khi sir dyng khing sinh. Ciin phiti khai thae tién sir bénh cin thin vi CDAD da duoc bio
cho la xhy m sau khi ding thude khing sinh duge hom i thing,

Néu nghi ngd hade chin dodn mic CDAD, ¢b thé clin phil neimg st dyng klébng sinh khing
iing d& didw 1] Cdifficile, Mén tién hinh bé sung mrde vi dida gidd thich hgp, b sung protein,
did trj hﬂ.ng khiing sinh déi vid O diffieile vt xem xél Lién himh phiiu Uit néu efin thids, theo
chi dinh lim sing.

811 Kdo dii khodng QT

Mt sb Muoroguinolone, bao g&m levofloxacin, df duge ghi nhin eb lién quan din s kéo dai
khotng QT teén didn thm d6 va hidm gip ehe inedmg hip loan nhip tim. Cic tnrtmg bhip hidm gap
v& xofin dinh di duoe bio cho tyr phit trong qud trinh gidm sit sau khi thube duge i biloh wén
thi tririmg & nhimg bénk nhin ding Nuoroquinelone, bao gbm levolloxacin, Nén rinh dimg
levafloxacin cho nhimg bénh nhin bj kéo dai khodng Q7 nhitng bénh nhdin b ha kali mifu khldng
duge didy rf vi nhimg binh nhiin dang ding thute ching loan nhip nhém LA (quinidine,
procainamide) hoic nhom 1 (amiodarone, sotalal). Bénh nhén lin Ludhi o6 thé nhay cdm hon v
cde thude od the dong 1En khodng Q1.

8,02 R logn co xieeng o béah nhi v tde dfng giy tdn thaemg khip & ding vir

Levofloxacin chi duge ding cho binh nhi (6 thing tdi tr 1én) d& phing ngira benh than (hé hi
hilp (sau phod ahifm) vit bénh dich hpch. Tang 1y 18 mitc che 161 lopn co xurong (dou khip, viém
kb, bénk 1§ in va déng di bt thuwdmg) & bénh nhi dimg levolloxnein <o véi nhim déi chimg.
O chuit chng vit chd chira trodmy thanh, sir dyng levolloxacin theo dutmg udng v dikimg (idm
tinh mach dfin dén tdng thodi héa xwong sun, Kidgm tm md bénh hoe che khép chiju e cia ché
ehum trdmg thinh dwoc ding levofloxscin cho thity cd che tdn thirong dai ding & syn. Che
Muoroquinolone khic cling ghy ra cde tn thuong uong W rén che khop chiu Ly v che diiu higu
Khdie etha bk 1y khip & ddng vt chuy truing thanl e nhidu lodi ke nhao,

813, R logn dhaimg hupdt

Flusrogquinolone, bao gdm levolloxacin, di duwge ghi nhiin ei lién quan dén el logn dufmog huyét,
batoy gedim ting dhings Dy et v b dudmg iy & eo tridn ehimg, thirdmg xdy m & béuh nhin ddi thio
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durmg dang dirge didu trj ddng thi véi thude hg dudmg oyt theo dutmg uing (vi du: glyburide)
hodic vii insulin. €3 nhimg bénh nhin ndy, nén theo dai cin thin duimg huyéy, Che tnamg hop ha
durtmz iyt nghiém trong diin dén him mé hede i vong & duge bdo cho, Néu xiy m phan (mg
ha duwdvng huyet & bénh nhin dang di¢u i bing levolloxacin, chn ngimg levolloxacin v bt div
lidu phip thich hep ngay Kp e

B.14. Nhgy cam viéi dnh sdng/Dgc tink veii indy sing

Fhin tmg nhay cim véi dnh sing/diie tinh véi dol sdng & mie do tir vim dén nding, trong dé cic
philn (g cb the bicu hifn nhr phiin i chay nﬁng nghim wong (vi dunbar nong mit, ban do, &
dich, mun nude, |:-11Eng riip. phi ne) il chic ving Iiép st win danh sdng (thaedmg 16 mdd, viing el
hieh chiy * V", mdt ngodi cfing tny, mu bin tay), ¢6 thé lién quan dén wige sir dong Nuoroguinolone
sait khi tidp xic v dnh ning mit i hofe tia UV, Do do, can trinh liép xic qua nhidu vii che
ngm‘:'m simg ndy. Cin ngimg dicy 1] bing thude ndy néu by o ohyy cim vii anh sing/dde tinh
vin inh sing.

8,15, Sge phiit tefé vi kivwdin kiing thaic

Vige ki don levolloxscin trong tredmg hop khing chiimg minh duge hoje nghi ngd cao i
nhiém khiin, hode chi dinb dur phing didmg ahu khdng cb khb nlng khiong mang lai lgs leh cho
binh nhin va lam tng nguy co phist ién vi khudn khitng thubc,

0, Sir dung thnbe eho phy nir ef thai v cho con b

0.1, Phy nir ed thai

Sir luge v rii vo @A cdng b tir bio co cde ca bénh, nghién cim bénh chimg va nghién e quan
siit khi diing levolloxacin trong thai ki chim xée dinh dige bt ky rid ro néo cb lign quan din
thufic vé dj 1§t bim sinh nghiém trong, siy thal hofic che bifn cb bl Il cho me bodic thal nhi,
Trong cie nghién el vit khit g sinh sin wén ddng v, khi eho chuft eding vii thé mang i
ubng levoNoxacin vii lidu lin Lot glp i 9,4 in va 1,1 lin so vdi lido khuyén céo i da cho
g (MRHD) trong qué trinh hinh thinh co quan kbing gy quii thai. Dgc tinh dbi vai thai nhi
dii dwge ghi nhin rong nghidn ot trén chudt clng, nhumg khéng duge ghi nhin & litu ghp 1oi
1,2 Vin Fidu kKhuyén céo 161 dn cho ngedi. Rai ro wde tinh v di it bim sinh nghiém trong v siy
(i 8 v nbude diin sb dwoe chi dinh 14 chura 18, THed che trdmg, hop mang thai déu ed i ro
giip di vt bikm sinh, mét thai hofic che bign b bit i khic, Trong dén st Ton K§ néi chiung, rii
ro ude tinh ghp dj tht bim sinh nghiém wong vil siy thai ong che tnrmg hyp mang thai duge
edng nhin trén Lhm sdng Ui Turert 1 tir 2 dién 4% v tir 15 dén 20%. D lidu tén d0ng vit cho
thily levoNoxacin khing gy quii thal trong mdt oghién eiu vé sy phit trién phi thal & chud
eomg duro didu 1ef trong qui teinh binh i co quan voi i wng cao 167 810 mp/kgdnpdy tomg
tng viri 9.4 o MRHD (dye tedn liko chudn héa theo tog dién tich bé mit co the), Ligo ubng
810 mp/kpinghy (lidu coo) eho chudt cbng Am gidm trong luong co thé thai nhi vil tng 15 1§
von & thai nhi, didu ndy khéng thiy & ligu thilp hom (liéu trung bink, 90 mg/kg/ngdy, eong (mg
viri 1,2 Hin MEIRD (dymn trén lidu chubn hoa theo lﬁng dién tich bé mit co thd). Khi dimg ligu
trung hinh vi liu e, Lhﬁ:.r die tinh dbi vii me chi dimg lgi & mire Wing ciin Ihﬁp Ty, K hdug
thiy pidy qudi thai tong mt nghién ciu v s phit tridn phéi thid & thd duge ding ik udag
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tromg qué trinh hinh thénh o quan v ligu cao i SO mkgfogdy, trong ing voi 1,1 lin MHRD
(dyes teén idu chudin hoa theo tdng difn tich b mat co thd), Die tinh dbi vii me & lidu db bao
gl mire thog cfn thilp hom v hegmg thive An i@ thy gidm di so v nhdm dii chimg v sy thal
& b trong 6 nurdi shu con meg.

0.2, Phy nii che con bi

Caie 13 8o so liroe vE mii ro dA cong bo cho thiy levofloxacin ¢d trong st me ssu khi ding
thude qqua dnbmg tinh mach va dinimg uling. Khong co théng tin nao vé e ddng cin levolloxacin
A v sk trinh sin xuill sita hode (ré sosinh bi sim me. Do npuy co licm n cua cic the dyng
khiing mong rudn nghim lrgng o tré so sinh b st me, A v hai heél ede ehi dinh, phip nit
disng cho con bi ¢6 thé cln nhic vige hit vl bo i mg trong thésd gian digu ) bing levofloxacin
vit trong hai ngdy tidp theo (hrong dmg vai nlim chu ky ban thai) sau lidu cudi ciing. Ngodl ra,
khuyén céio phu nit khisng nén cho con bi trong thiv gian didu i bing levofloxacin hole trong
hai mgdy tiép theo san lidu cuii ciing. Tuy nhién, doi véi bénh than (hé Bio hilp (seu phoi nhidm),
trong trifmg hip sy ra bién ob phai nhifm vl bEah than, viée tilp e cho con bl rong khi
nEren mg (v oo thé ¢ (e s sinh) dang diéu 1] bing levotloxacin o th dupe cfin nhic dya tén
chiinh it b foh v rii ro, Clin cfin nhiic loi foh v sire khde va phit trign cia vige cho con b eling
v whu eflu clin didu i trén Mm sdng cla ngudi me doi win levofloxacin va bt ki the dyung phy
tidm fin ndo @8i voi tré bi me do levofloxacin hofie do tinh trgng BEnh 19 nén con me. DI ligu chc
i lifn bio cdo cing b rﬁnu nﬂng dd dinh cin levoiloxacin trong sim me la 8.2 mp/L, dat duge
st 5 gidr k& tir khi mGt phy nir disge Gém Goh mach 500 mg levolloxacin, sou d6 tiép e ding
thude qua dutmg vbng hang nidy. DA vii teé so sinh b me hodn todi (khodng 900 mL sim mbi
ngdy), lugng levofloxacin 161 da di vivo st me hing ngdy duoe ude tnh 1 5 mg (uemg diong
khodng 1% lidu ding bing nghy cin me). DU ligu trén chi My tr mot trdmg hop duy nhit v cd
the khing Ap dung doge cho 1odn bd phy ni dang cho con bi,

10, Anh hwdng ciin thube 1én khi niing lhi xe, viin hiinh mby moc

ML sb 14 dung khing mong mudn (v dy nho chong mithon mi, budn ngd, rdi logn thi glie)
et thé lhm suy gidm khi nfing e rung vi philn Gog phdin xg cia bnb nldn, do dé oo 1hE giy
nguy hitm trong che tinh hudog mi nhing khi ndng ndy cb ¥ nghin d8c bift quan trong (vi du
nhur g xe hofe viin kinh miy mbe),

11, Twong the, twong ky el thube

L1, Tibe nhdn tgo phie chelate: Thude kivdng actd, sucralfate, cation kim logi, vitamin tdng
Igip

Mac div ob qud tinh tgo phire chelate vii cic cation hda i hai it bon nhifu so vl cle
fMuoroquinolone khée, nhumg vide siv dyng ddng thén levolluxacin véi thube khng wcid chim
magié hode nhim, sucralfnte, cic cation kim lop nhe sal v cic chié phﬁm vitumin tlil-ug hyp chim
kém e thé gily cin tror qui trinh hatp thw levofloxacin gua dudmyg &y hoa, din dén llﬁllg i thaie
Long ki ﬂiﬁp liorn ding k& so v mire mong muon. Levofloxacin khi ding cing véi thude
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khing scid ed chim magid, nhim, clng nh sucralfate, cation kim logi nhar si v cde ché plidm
vitamin ng hop cd chir k&m hoge didanosing cd the ghy cdn it ddng ké qua telnh Bip thy
levolloxacin qua dudng tidgu hoa, diin dén ndng 45 thudc trong miu lh.ip hon ding ké 5o virl mire
mong mudn. Nén ding cde thude ndy 1t nhit b gié e hodle sau khi wbng levolloxacin

11.2. Warfurin

Khiong phat hién bt ki dnh hinong ding ket nfio et levolloxacin dbi v :Jélng di dinh trang huyél
tuone, ALIC vik cic thing s prhiin b khide ciin R= warlarin vd S- warfarin tromg mid nghién cim
lim sdng trén nhitng ngrdi tinh nguyén khoe manh. Tiremng tr nlar viiy, khdng quan st thiy bat
oy dnh lnromg o8 rét ndo ot warfarin i v s Biip thu vis phdin bk coa levolloxacin, Tuy nhién,
dii ¢6 bio cdo cho thiy levolloxacin lam g lae dyng con worfarin. Sy gin ting (hid gian
prothrombin khi sir dung dong thai warfarin vi levolloxacin eo lién quan dén cic dol chity mido.
Cain theo d6i chiit chE thi gian prothrombin, chi s6 binh thiimg how quic @ (INR ) holie cde xél
nphigm ching dong mdu phin hop khae néu ding levolloxacin ding thid véi warlarin. Bénh nhin
ciing cfin duge theo disi dé phdt hidn ede diu hién chiy mbo.

.3, Thude dién trj dii thio dudng

Cac ridi logn dudmg hllj"l!‘l-, bao ghm tng dutmg huvét vA hy didmg buyél, di duge bio cho &
nhimg bignh nhitn duge didu tr dbng this Nuorsgquinelone vai mdt thude didu i dai thao dutmge,
Do dé, nén theo dbi cin thin duimg huyét khi dimg dong thivi cie thude nay.

11.4. Thude chiong viém khing steroid

Vi ding dong thin thude ching viém khong steroid véi Nuoroguinolone, bao gom levoNoxacin,
¢ the Hm ting nguy co kich thich hé thin kinh trung wong vit co pidt,

1.5 Theophylline

Klidng phat hign bit ki dnh haimg ddng ké ndo cia levofloxacin ddi véi ndig 48 trong huyét
trong, ALIC v ede thing s phiin bd khie cia theophylline trong mit nghién edu 1am sang trin
nhitng g tinh nguyén khoe manh. Tuong te abie vy, khong thiy bit ky fnh huong rd rét ndo
ctin theophylline dbi voi Sir hﬁp thu v phiin b ein levolloxacin, Tuy nhién, vide s dyng dibng
thiri e fluoroquinolone khie vén theophylline dff din dén kéo ddi thed gian bdn thii, thng nbng
a6 theophylline trong huyét thanh vi ting nguy co xdy m che phin tmg cb hgi lign quan dén
thcophylling & nhom bénh nhiln niy, Do d6, ciin theo di chit ch nong 4§ theophylline vii dicu
chinh liéu dimg cho phi hgp kli ddng dﬁng thiri wii levolloxacin. Cde phan tng od hj, bao i
co gidt, oo thé xiy m kém theo hojic Kbfing kém theo sy pin ting ndng dd theophyline trong hu;fél.
thinh.

11.6. Cyclosporine

Khing phit hign biit ki dnh hudng ding k& nio ein levolloxacin disi vl nﬁng A dinh trong ill.lj"-é1
o, AUC vi cie thing 50 phén b khiic eda cyclosporing trong mdt nghién el m shng trén
phimg tinh nguydn vidn khde mgnh. Toy nhién, d cb o cin it sy gin ting ndng 40 cyelosporine
tromg huyét thanh & mat nhdm bnh nhin khi siredyng dding thivi vixi mit 5 Mueroguinolone kKhac.

Héng A0 i ¥ ke cin levolloxacin gidm nhe, trong Khi Taoe v L cla levolloxacin ting nhe

At = ok @ [T
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khi ding ciing cyclosporine so vii cac nghién cin khie khong ding ddng thai cie thude nay. Tuy
nhién, sir khic biéi niy khing duge coi B cd ¥ nghin lm sing, Do db, khing ciin diéu chinh licy
diing el levofloxacin hode cyclosporine khi sir dyng dhingy thin.

11.7. Digoxin

K hang phat hign bt ki dnh himg déng ké ndo ein levolloxacin dii v ndng dd dinh trong huyéy
e, AUC vit cie thing 58 phin bé ke con digoxin trong mit nghién edm [m sdng tén nhilng
tinh nguyén vién khie manh Khong co sy khie bigh vé dang hoe hip tha vi phin b cia
levolloxacin khi ding cing hofic khing diing cang digoxin,

Do dé, khiing clin didn chinh ligu dimg cta levofloxicin hodie digoxin khi st dyng dibng thivi.
1.8, Probenecid vi cimefidine

Khong phit hign bitt k§ anh budmg ding ké ndo cia probenecid holie cimetidine 461 vii Cop cia
levolloxacin trong mdt nghifa ciu lim sdng trén nhimg ngwim linh nguygn khoe mpnh, AUC va
g con levolloxacin ting trong khi CL/F vt CLla gidm khi ddng Ay théri levolloxacin v
probenecid hofic cimetidine so vii khi chi ding levofloxacin, Tuy niién, nhimg thay di nity
Khiing yéu clu phii diéu chinh liéu ding cin levofloxacin khi ding déng thiri probenecid hode
cimetidine.

119, Twong tic vl xdi nghifm trang phdng thi nghigm hode xdét nghigm chitn doin

Mot s Nuorogquinolone, bao gim levolloxacin, ¢b the giy m két quit durong tnh gid trong xé
nghidm sng lpe nude tiéu dbi vai cie opiate bing bi xé nghidm midn dich cd bin trén th truimg,
Trong trurdmg hop ndy, ¢ the cin phii xde nhiin két qui duong tinh hing che phinong phip diic
hidu hem,

1000, Trowarg Ky cobar el

Do khdng ¢ cae nghidn el vE tinh ieemg ky ciin thude, khing trdn Bin thude niy vl cie thade
khiw:

12. Tie dung khing mong mudn ciin thuile

Céie the dyng khang mong mubn nghiém trong vi quan rong sau diy coas b bao gom:

e Ciie the dyng khdng mong mudn nghiém trong eo kha ning iy tn @t vi khdng the bdi plye
» Vi€m gin vi dint gin

« B3&nh Iy thiin kinh ngogi hién

« T ding W hé thin kinh trung wong

» Lam tefim trong thém bénh nhumge eo

« Che phin img nghiém trong khae va dai khi giy tir vong

o Phiin (g qud min

» 0 tinh gon

1.1
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= Mpuy oo phinh ddng mach chi v bac tdch ddng mach cha
« Tidu chty lign quan dén Clostridinm difficile

« Kéo dai khoing QT

« R logn co xwong & biah nhi

« Rii Togn dirbng huyét

» Mhgy cim inh sing/Dde tinh dnh sang

* Vi khudin khing thude phit trién

Tinh thé midu vir try nidu dA duge bio cho & che truimg hgp s dyung quinolone, bao gdm
levolloxacin, Do db, ein ddm o cung cfip di nde cho bénh nhiin dimg levolloxacin d& ngin
ngim s ¢d die qua mie nirde tiéu,

12,0, Kinfe nghidom tov thee nghifm Mm sang

Do che thir nghigm lim shing duge tifn hinh trong nhitmg didu kign it khic nhau nén 1y 18 the
dyng khing mong mudn quan sal dirge trong cde ti nghidm Bim sing cta mt logi thude khing
thé su sinh tree Gidp vii (9 18 trong cae thir nghiém 1im sing cia mit loai thude khic vi cb thé
khing phan anh ty 1§ quan sat duge rong thie . I ligu dirre b 1A dudi dily phin Anh tinh
trung st dung levofloxacin trén 7537 bénh nhin trong 29 thir nghidm dm sing & giai dogn 3.
Qudin thé nghin cim ed 46 twdi trung binh 1d S0 tudi (khodng 74% quin thé dudi 65 i), 50%
b nam gidd, 71% U ngudi da teling, 19% 14 ngudi da den. B@nh nhin dinpe ding levo loxacin dé
iy trj nhidu logi bénh I.ruyéu nhiém kbie nhau, Bnh nhin duge ding levolloxacin v lidu 750
myg mdt lin mdi nghy, 250 mg mdt lin mbi ngdy hode SO0 mg mdt hode bai Wn mdi ngdy. Thoi
gian diéu trj thardng 1 tlr 3 dén 14 ngdy, trung binh 14 10 ngay. Ty & méc, logi va phiin bo cic
the dung khing mong mutn 16 twome e nhau & nhimg béoh nhin dng levolloxacin vai itu 750
mg mit lin mdi ngdy, 230 my ml Lo mbi ngdy i 500 mg mt hode hai b midi oy, Metmg
sir dyng levoiloxacin do the dyng khng mong mudn ciin thube xiy m o4, 3% g 56 bénh nhin
ndi chung, 3.8% Bénh nhiin duge diddy trj vii lidu 250 me v SO0 mp vit 5,49 binh nhiin duge
did trf vii idu 750 mg. Che the dyng khiing mong mudn phé bién nhit cin thude din dén ngimg
ding it 250 vA SO0 mg xdy m & didmg Giéu hoa (1,4%), chit yéu 13 budn ndn (0,6%); ndn
(0,4%); ching mat (0,3%); va dou diu (0,2%), Che the dyng khidng mong mudn phd bién nhil
cit thube dlin dén vige ngimg ding Hiée 750 mg xiy ra & duwdng éu hoa (1,29%), chi yéu 1a budn
ndin ({1,6%), ndn (0,5%); chong mit (0,3%); vt duu diii (0,3%). Ciic e dyng khbag mong mudn
xay m &> 1% bénh nhin dwopc diéu i l'rﬁ:lg levolloxncin vt che the dpng Khing mong mui
ph bién hom, xdy ra & 0,1 dén < 1% bignh nhiin duge dida g bang levolloxacin, dugpe trinh bily
lin lugt trong Bang 4 vl Bang 5. Che the dung khdng mong mudn eon thude phd bign nhdt (>
1%5) L budn ndn, nhire déy, tiéu chay, mit ngi, tho ban vi chang mit.

Bang 4: Che the dpng khdng mong wiudn [111:'& bign (= 1%) dge bao cho trong ede thir nghidng
I sfng vdi Levofloxacin #

HE cor quan The dung kll_ﬂr;g mong mudn | % (N=7.537)
Mhifm triing vi nhiém kg sinh tring | Nhim ndm Condida 1

Ry S o jay
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Réi logn thm thin

R&i loan hé thin kinh

Rii logn hé hiip, ngue vi trung thie

ROi loan tidu hoa

Réi loan dn v md dudi da

Roi logn hé sinh s4n vi tuyén vi

g
4
-
= == D (B R B L LA m | e D |

161 Joan chung vil tgi vi i dimg thude

Philn g tai ch tigm I
B e I

*N =7.274
TN = 3,758 (phg nit)

it i nghién ein bio gdm ci dudng Gém Goh mpoh v didmg ubng

Bang 5: Céc the dyung khing mong mudn it pled bign hon (0,1 dén 1%%) dupe bie cio tong che
thir nghi¢m lAm sing vii Levolloxacin (N=7.537)

HE cor quan

Tde dyng khing mong mudn

Nhiém tring vil nhifm ky sinh tring

R Toon miu vi hé bach huyét

Whiém ndm Candida & eo guan sinh dye
Thidu miu

Giigim tidu clu

Giidm bpch ciiu trung tnk

Réi lopn hé midn dich

Phin (g di img

R Toon chuyén hoa v dinh dutmy

Ting dwlrng huydt

Ha dudmg huyét
Tling kali mau

Rii logn thm thiin

Lo ling

Kich ding

L1 Hin

Trim chm

Ao pidic

Ac ming *

Roi logn giﬂu T
Chain fin

M bt thirdmg *

ATN T = W ody
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Run iy

Co gl

1 cém

Ching mil

Thng trromg e co

Chimg ting ddmg

Diings di bilt thuimy

Budn ngi*

Niiit xiu

Réi logn bt hip, ngye vik trang thit Chilty mi cam

Mgimg tim

Bnh iring nguc

Mhip nhanh thit

Logn nhip thilt

i logn mach méu Vidm tinh mapch

Vikm dp day

Vigm mifng

Vikm tyy

Réi logn tigu hin Vilm thye guin

Vigm dg ddy ot

Vidm lidi

Vigm doi trimg gid mgedviém dai tring do ¢, Difficile

Chie ning gan bilt thidmg

R&i logn gan mit Thng men gan

Thing phosphitase kiem .
Rai loan di v md dudi da Miy day

Dhau kKhip

Vidm pin

B cor

Réi logn hé thén kinh

Rbi logn tim

i logn co xuemg v md lign ké

Do xuong —
Chire niing thin bét thudmg
Suy thin cip

Rai logn thin vA 1iét nidu

N=T72M4

Trong ¢he thir nghigm 1im sing sir dyng lidu phip da lidu, cde b thidmge v mit, bao gbm dye
thily tinh thé va kit diém md dye teén thuy tinh thé, 4 duge ghi nhiln & nhimg bénh nhin dang
didu trj bing quinolone, bao ghm levofloxacin, Mbi quan hi gifra thude vi cac bién b ny hign
ehra ducre xbe djnk.

12.2. Kinh nghigm sau khi thude lea hinh

Bang 6 116t ké cde e dung khing mong mubn dif duoe xic dinh trong qud Wwinh sir dyng
levofloxacin sau khi duge lug ldinh. Vi che phin img ndy dioe bdo cdo tr nguyn 1y m$l quin

‘3
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ihé b quy md khdng xic dinh, nén khdng phii lie ndo cling b thé woe tinh tin sl cos ching
eiing déng tin ciy holic thiél lip mdi quan hé nhin qui véi vige s dpng thude,

Bing 6: Bho ede tde dung khing mong mudn cin thude sau khi luy hank

L cor qunn The dyng khing mong muﬂt}

Ciidim todn thé huyét clu

Thidu mdu bt sin

Réi bogn méu v hi bach IIH}'él Gifim bach cn

Thidu méu tan miu

Thng bach cdu i toan

Phiin img qud miin, dbi khi giy tr vong bao podm:
- Phiin {mg phitn v@&phdn dmg dang phin vé

Réi loan hé mién dich - 8¢ phiin vé

- "his myeh thiin kink

- Bénh huyét thanh
Logn thiin

Rai loan tim thiin Hoang tudig

L tedim trong thém bénh nhirge co o
ML kbt e !
Mt vi gific

Réi loan khir gide

Ribi logn vi gite

Bénh thiin kinh ngoai bign (e theé khing hii phie)
R cho riéng 1& vé bénh nilo

Dién ndio db (EEG) bilt thatmg

Réi loan gipng ndi

U nilo gid
Vidm ming b ddo

Rii loan thi lye, bao gdm cl song thi

Rdi logn il Crifum 1hi lye

Mér imilt

Am difm

Gridm thinh e

L tai

Bdo cho riéng 1& vk xadn dinh

Dién thm db QT kéo dai

RO loan tim Nhip tim nhanh

Thitu miu cpe b cor tim cip tnh c6 hodie khing ¢6 nhdi miu cu
lim xdy ra ohy md! phin cia phan img di img

; Rii loan mach méu Giiin mych

R loan hé thin kink

Réi logn tai vi mé dao
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Roi Togn hd hilp, ngwe va trung
théit

Rao edo ridng 16 vé viém phdi dj imp

Réi logn gan mit

Roi loan da va md dudi da

Suy pan (bao gdm ci cie trirdng bigrp tir vong)
Viém gan

WViing da

Phit ban bong nirde bao ghm:

- Hi chimg Stevens-Johnson

- Hogi tir thuong bi nhidm dic

- Bt myn mi todn thiln cip tinh (AGEP)

- Hang ban cf djoh nhidm she

- Ban d& da dgng

- Phiin trng nhay cdam vl dnb sing/dde tinh vid dnh shng
- Viém mach hwy bach chu

. ) Dt giin
RAi logn co xueng vi md lign s vt 0, ke e el
két !
= Néucovin
Roi logn thiin v tét nigu Viém thin k& I R [
R Toan chung vl g vi trf ditng | Suy da co quan
thude Séi s
Thin gian prothrombin kéo dai
Xét nghidm Chi 56 INR thng
Enzyme oo g
Bio cho ch i mgir

Vide bio cdo cie the dyng khdng mong mudn sau khi thude duge phé duy@t b et quan trong, Né
cho phép tifl-p tue theo dii ddnh gid lgi ich nii ro cia thude. Cac chuyén pia chiim ste sire khoe
dirre ylu ciiu bio efo bit ky tie dyng khing mong mudn nio iéi:

Trung thm DI & ADR Qudc gin
13— 15 L& Thinh Tong, Ha N
Website: www.canhgiscduoc.org.vn,

13, Quid lidu vi cheh wir bri

Trong tridsng hop qué liéw cip tinh, cln phii ria dg diy. Clin theo d2i b@nh nhiin vi duy 1l di
higmg nude, Khong the loai bt higa qui levofloxacin bing phuemp phitp thiim phiin méu hofic
thiim phidin phitc mac. Levofloxacin cd khi ning phy dde tinh clip thip. Céc diu hidu lim sing
trén chudt nhit, chudt chng, chd v khi sau khi ding lidu cao levolloxacin: mit didu hda, sup mi
milt, gidm hogt dng vin dong, kho thiy, kigt stre, run ry vil co gift, Lidu ding visgl qui 1500
mg/kg theo dudmg ubng (& chudt nhit vA chudt chng thi lidu ndy twomg duong vii Ko gt 1
khoang 10 hode 19 Hin so v lida khuyén cdo thi da cho ngudi [MRHD]) v virgt qué 250 mplkg
theo dudmg fink mackh di gy ra tf 18 1 vong ding ké (woc tinh = 50%) & lodi gdm nhim,
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14, B tinh duwge hpe hge
Mhom duwge 1y Khing gsinh nhom quinolone-Fluroguinalone
M ATC: JOIMALZ

Levofloxncin [a mit khing sinh tdng hop thode nhdm Muoroguinolone v 1i dong phin 8 (-}
isomer chn olloxacin,
4.1, Cer ehé tiie dung

Ciing nhir cfie khing sinh fluoroguimalone khie, levolloxacin the ddng én phire hop DNA-DNA-
gyruse vii topoisomense [V,

14.2. Mdi twerng quan PK/PD

Mire 46 hogt tinh diét khudin clia levolloxacin phy thudic vito 19 18 giita ndng 48 187 do trong huyét
thanh (Ca) hode dién tich dudi duimg cong (AUC) vt ndng dd te ché i thidu (MIC).

14.3. Cor ché khviing thube

Kohit nlng dé khing vei levolloxucin ciin thong qua quy trinh timg binde biing cach giy bién dbi
vi tri dich & cd 2 men topoisomense 11 (DNA gyrase) vi topoisomernse 1V, Che coche dé ki hdnge
khite nlar cdn té sy thim thil {phﬁ bidn & Presdomimis sernginosa) viv co ché bom thii trir
ciing e thé dnh hudmg dén tinh nhay cim el levoNoxacin,

(& sir dé khang chéo gitm levofloxacin v cde flusroguinolone khie, Do co ché the dung, nhin
chung khiing cb sy dé khiing chéo gitra levolloxacin vi cae logi thude khdng sinh khac.
14.4. Nong dp i frign

Hﬂng dd 1éi han MIC (ndng 45 (e ché 141 thiéu) duge FUCAST khuyén edo cho levofloxacin,
phéin biét cic ching nhay cam va ching nhay cim tung gian véi ching dé khidng duge winh bay
irong bing sau d¢ kifm tra MIC {mg/L).

Béng 7. Ning 46 téi han MIC 1dm sing cia EUCAST doi voi levofloxscin {phién bin 2.0, 2012-
01-01)

'Ehﬁng gty I.:-Eu.h Nﬁ;}‘ clim [3] Dé khidng [ﬁ}
Emerobacieriocas <1 mg/L. = 2 mg/L.
Pseudomeonay spp.. < 1 mg/L >2 mp/L
Acinetobacter :;;l:,r;_ I é .l mgfr S Erng.TI : o
Stapiplococcus spp <1 mg/l. =2 mg/L.
._ﬂpnenmunmg‘ <2 mg/L. =2 mg/l.
Sweptococcus ABCG | <l |>2mgl
H influenzae * <1 mplL > | mg/l.

M cararyhalis _

Nong 48 161 hyn khdag | < 1 mgfl. =2 mg/L
lién quan dén lodi"

10

FEF
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I, H&ng A 1 han clba levolloxacin lién quan dén lidu phap diéu uj lidu coo.

% Khing Muorequinolone & mirc d thiip (MIC con ciprofloxacin 14 0,12-0,5 mp/l) ¢ U4 Xy ra
nhimg khing cb bing chimg ring sy dé khiing ndy b Wm quan tgng Him sang d8i véi nhigém
Iring dirimg hi hilp do M. Influenzae.

Ui ching o gid trj MIC vargt nguimg nhgy edm vt hiém hode chim duoc bio ciho.

Vige xhe dinh v kidm 1 tinh nhay cdm wbi khiing sinh ciu biit ky ching phin [ip ndo ciing phi
durere Hip 1ai v néu kétqud dge xée nhiin, ching phén 1ip d6 phii duge gii dén phong thl nghigm
tham ehidu. Cho dén khi c6 bing chimg lién quan dén dap tmg lim sing doi vii che chiing phin
lip dupe xde dinh c6 MIC cao hon ndng dé 51 hon dé khang hién (i, thi ching nén duge bio
cdo li dé khing thude.

4. Mg 49 10 han dp dung dbi vai lidu whng 14 tir 500 mg x | ddn S00 mg x 2 vi i tidm (Gnh
mach 1 1 SO0 myg x | dén 500 mg x 2.

14.5. Phis khing Khuiin

Ty 18 khdng thude e6 th khie nhaw vé mit dja [y v thii ginn dbi vii cde ching vi khudn durge
chon vt thiéng tin vé sip A& khing & din phwemg 18 ciin thigd, die biét khi dang dicy 1 cie nhidm
khuiin niing. Néu ciin thidt, nén hai thém ¥ kitn coa cic chuyén gin khi 1y 1& khfing thude tai din
phomg cao dén mie khing (hé sir dyng thude tong so it logi bénh nhiém khuin niing,

Chiing vi kbufin thirimg nhgy cim
Vi khuiin Gram diong hidy khi
Bacillwsanthracis

Staphylococci airens nhay cdn vl methicillin
Staphylocovcus saprophylicns
Streptococci phdam C va G
Sireptococcus agaloctioe
SIFEpIOTOCENS PREIONINE
Sfraplocociusy pyogenes

Vi khufin Giram dm hiéu khi
Eikenellacorrodens

Haemophilus inflienzoe
Heaemophilus para-influenzae
Klebsialla gxytoce
Moraxellocatarrhalis

Pastevrella multocide

Protewsvilgaris

X -0 ZNoaly

B




Providencia retigeri
Vi khudin ky khi
Peptostreplococens
Céc vi khuiin
Chlernydaphila preimonice
Chiampdaphila peitiact
“ampdia trachomatis
Leglanella prcumaphila
Mycoplasaia peetimoniae
Mycoplassina honinis
Liveapfosmn urealyiicam
Chiing vi khudin ¢d thié a8 khdng thuie
Vi khufin CGiram duong hidy khi
Enterococeny faecalis
Staphylacocens arens khdng methicillin
Staphylacoccny coagnlase spp dm ifnfi
Vi khudin Gram am hiéu khi
Acinetobacier bawmannii
Citrobacter freundii
Enterobacter avrogenes
Klebsiella prenwmanioe
Enterobacier clogcae
Excherichia coli
Morpanella moveanii
Profeus mirabilis
Providencia stugriii
Psendomaonas aerugimosd
Serratia mareescens
Vi khiuiin ky khi
Bacteroides fragilis

https://trungtamthuoc.com/
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Chiing vi khudn A& khiing sin c6
Vi khudn Gram duong hiéu khi

Enterococcus faoecinm

# & Awrews khing methicillin et cd khi ndng khing nhicu fuoroquinolone, bao gdm
levolloxacin

15, Bae tinh dwge ding hge !

Céic thoing sd dirge ddng hoe trung binh & 8D cin levolloxacin, duge xao dinh rong didu kign
diing licu dom vt trang thii dn dinh sau khi udng vién nén, duge Wm i rong Bang 8,

i 8: Cohe thing s6 duge ding hoe trung binh & 8D cia levofoxacin,

AUC = i
Phio ab Chtax Tatas (mepegid/ CL/F! VINF? | Tz Cla
(meg/ml) | (gid) ‘E (mbphia) | (L) | (i) | (miphit)
| Bm lidu N —— ‘a
Ung vién g o 73 & -
nén 250 | 2804 L0 27239 [156+20 |ND nlg 142 + 21 i
s ' ’ W
Uting vién
T 13 = 63 <+
nén S0 |S1+08 | " 4T96B 178428 [ND | 103430 3
mg
Ubng vién
L6 % 7.5 | Khing xie
i + .
né.r:. 750 |93+ 1,6 0.8 101 £ 20 |29 + 24 B3x17 0.9 dinh
mg d! . N I 1 .
Ba lidn '
Udng vidn
nén 500 .l & 76
T4 14 47567 | 17525 102 +22 P16+ 31
mgmbi2d |~ 0.4 Bl BT
gidr” | - =
Udng vidn
nén 750 . 4 + EE =
o 00,7 £17.6 43420 £ 14 + IR
g i 24 Bok 19 05 Tx176 | ] LHVES 15 I6+2
iy !
Uﬂng_ !ié:u_ duy nhiit vién nén 500 mg, doh hwing cin gidd tinh v toi:
- 12 =+ 19 £
Nom gioi * | 5,541, b4 S 44 18D [ |64 449 [ B9 £ 13 51
i L
N gidi® | 7,04 1,6 1,7 67746242 | 136444 |62216 Bl %
163 (1,8
LA = 60 4
= T 1 ¥ o i ':.'I #
I'ré em 5510 06 47,5+ 98 Iif.‘l_ iﬁ K B3+ Ii. 09 |
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- T4 16 4
N gid® | 7.0+ 1,6 dis MTLIIN121 £33 | 67419 20
Udng liéu ﬂ?y_nl_iﬂl_, vién nén 500 myg, binh nhin suy thin:
Clea 50-
5 * Khing |9, =+
&0 735418 056+ 11,8 | B8 £ 1D :
0 s dimh | 0,9
 mL/phit | i o
oy 28 21 %|1821 = Khéng |27 =
49 71431 3 £19 ;
. 1,3 62,6 xie dinh | 10
ml./phut _
Clop <20 1,1 +|2635 4 Ky
k26 13 15&5
omghie | "2 Lo fms PP e [0
Thitm P 2.8 4| Khing xic | Khing xde | Khing |76 =+
phiin miu | " ' 22 dinh dinh xéc dinh | 42
: 14 + | Khing xéc | Khing xic | Khing 3 %
et 15‘1;_1- &3 1,1 dimh dinh wie dinh | 24
' D thanh thii/sinh khi dyng
*Thé tich phitm bivsinh kha dung

3 Nim gidd khde manh tir 18 dén 53 woi

* Nam giti vih nit giéi khoe manh tir 18 dén 54 wdi

$ Nam gidi khoe manh tir 22 dén 75 woi

o N gicri khoe mynh tir 18 dién 80 wbi

7 Mam gidi vi nit gidi tri khie manh tir 18 dén 36 wdi

" Nam gidi vt nit gidi cao tudi khoe manh 1 66 dén B0 i

* Sinh khé dyng tuyft dbi; F =099 & 0,08 tir vién nén 500 mg va F = 0,99 4: 0,06 tir vién nén
750 mg; MND = khong xie dinh.

Durgre ding hipe edn Levolloxacin duémg ubng vi tiém tinh mach 14 luyén tinh v c6 thi dyr dodin
duge sau ki dimg don lidu v dn ligu, Trygng thii on dinh dgt duge trong ving 48 gid sau khi
ding lifu 500 mg hode 750 mg mdt lan mdi ngdy. Nong dd dinh va ddy trung binh £ 51 dpt duge
sau khi ditng nhifu liga ubng mot 1o mdi ngay Vin lugt 1 khodng 5,7 4 1,4 vi 0.5 £ 0.2 meg/ml.
satt lidu 500 mg, va 8,6 + 1,9 v 1,1 £ 04 meg/ml. sau lidy 750 mg. Ning a6 dinh v ndog 4
dity trong huyét tuomg trung binh £ SD dpt dge sau nhidu ché 48 truyén dnh mgeh mdt lin mdl
ngiy M luot 1 khotng 6.4 + 0,8 va 0,6 + 0,2 meg/ml. sau lidu 500 mg vt 12,1 44,1 v 1,3 4
0,71 mig/ml. sau ligy 750 mg,

15.1. Hilp thu

Levofloxacin dirge hdp thu nhanh ching va vé co bian 14 hodn todn sau khi ubng, Sau khi wng,
niing df dinh trong huyét twong thubmg dat duge sau mdt dén hai gid, Sinh khi dyng wy@l déi
cin levofloxacin tir ¢ vien nén levolloxacin 500 mg vi vién nén levolloxacin 750 mg deu xip xi
00%, chitmg 1 levolloxacin duygc hit thu hodn todn g dudng uong. Sau khi tiém tinh mach mbt

v = 2 sy
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liéu levofloxacin duy nhiit cho nhihg i tinh nguyén khoe manh, nﬁug d§ dinh trong huyét
twomg trung binh + SD dygt duge 1 6,2 = | meg/ml. sau khi truyen Hiéw 500 mg trong 60 phit v
Vi 11,5 & 4 mep/mb sau khi troyén lign 750 mg trong 90 phi, Udng ligu levolloxacin 500 mg
eiing v Uhire fin lim kéo dii thai gian dat nbng d dinh khodng | gier va lam gigm nong 45 dinkh
khesing 14% sau khi ding vién nén vit khodng 25% sau khi dimg dung dich ubng. Do di, 6 the
khéng ding thube ciing vii thire an, Ning dd levolloxacin rong huyét neomg v mire d plii
nhifm (ALC) sau khi diing dudmg tinh mach v ding vién nén vii ligu bang nhau (mg/mg) la
turomg by nha, Do A6, b thé thay thé duimg uding vt durtmg finh mach cho nhau,

15.2, Phiin bis

Thé tich phin b trung binh cim levolloxatin thwding dao dfing v 74 dén 112 L sau khi ding mit
vt nhidu Tidu 500 mg hode 750 mg, cho thiy thube phin bbb rjng mi viio cic md cor (hé,
Levolloxacin dat ndng 38 dinh trong cée mb da v trong dich phing rip cla nhing ngudi khoe
mgnh sau khodng 3 gidr dimg thube, TV 18 dign tich dudi dudmy cong (AUC) cin mé sinh thiét da
5o vai huyét tromg b khodng 2 vit ty 1§ AUC con dich phing rOp so voi huydt trong 1 khodng |
s khi eho ngwii khodé mgnh ubng Lidu 1ip lei 750 mg va 500 mg levolloxacin mdi ngdy.
Levoflaxacin ciing thim thiu 161 vio cie m phéi. Ning db rong mo phoi thuimg eno gip 2-5
lin ndng A6 trong huyét tueng vi dao ding tir khodng 2,4 dén 11,3 meg/p trong ving 24 pidr san
khi whme mit ligu 500 mp duy nhit, Trong thit nghidm in vites, trén pham vi khodng ning )
levofloxacin huﬂ:t lhnn]u"lluyél ooy ed lién quon vit mft lim shng (1 dén 10 mepiml.), khodng
24 dén 18% levofloxacin lidn két vii protein huyit thank o tit cf chc 1odi duge nghién cin, duge
e dinh bing phuomg phip thim thch trang thai cin bing. Levofloxacin chi yéu litn két vii
alburmin huyét thanh & nguéi. Levofloxacin lign két vii protein huyEt thanh khing phi thude vio
nong 4 thude,

15.3. Chuyén héa

Levofloxacin &n dinh v& mit 1gp thé trong hupbt weomg v mede tidu déng thid khang bi chuyén
héan thivh ding phin quang hoc eda nd 1i D-ofloxacin. Levofloxacin rilt {1 b chuyén hoa & ngudi
vit chil :r'éu durgre thiti trir dudi deng thude khbng thay doi trong minde tiéu, Sau khi uing, khodng
87% lidu ding duge tim thiy dudi dang khding thay dbi trong nude tew wong vong 48 gid, trong
khi i 4% lidu dimg duige tim thily trong phin trong vong 72 gia, Dudi 5% ligu dimg dirgre thin
thily tromg nurde tidia dudi dang edie ehifit chuyén hoa desmethyl va N-oxide, diy 14 che chilt chuyén
hoa duy nhit diroc xde dinh & ngudi. Nhimg chiit chuyén hon ndy eé hogt tinh duge 1y khdng
dimg ki,

15,4, Thiii triv

Levafloxacin duge thai trir chi yéu dudi dong khiing thay ddl qua e Géu Thiv gian bin thii
cudi cling trong huyél tomg trung binh oia levolloxacin dao ding trong khodng 1 6 dén & gid
sou khi ubng hofe (i8m nh mach mdt hojie nhiu lign levelloxacin. DO thanh thai todn thin bidu
kidn trung bink vii cin thin dao déng Hin Jugl trong khodng Ui 144 dén 226 ml/phit vi tr 96 dén
142 pal/phait, D9 thanh thin thin viot qué the dif loe ciu thin cho thily ngoai duge ge & e thin,
levolloxacin con dure bii 1iét & bng hdn. Sir dyng dong thii voi cimetidine hoje probenecid lim
it A6 thanh thii thin cia levoloxacin uong g i khodng 24% vt 15%, cho thity i trinh
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thi trir levolloxacin xdy ra tgi dngg leon ghn, Khéng tim thiy tinh (hé levolloxsein trong bt ky
milu e tidu ndo mai duge thu thip tir nhimg i trgmye dang < dung levolloxacin,

15.5. Pdi teegng dfic bigt
Binly niin cao fdi

Khng ed sy khic bidn ddng ké vé due ding hoe cia levolloxacin gilta cde dbi turgng Lt ludi vi
cao tudi khi d xem xét dén sy khac biét vé mic 46 thanh thii creatinin gilta che dihi trpng. Sau
ki cho cde d0i trgng coo tudi khae manh (1 66 dén 80 (ubi) ubng mdt lidgu 500 mg levolloxacin,
thixi gian bin thai cudi cing trong huyél weng rung binh cin levo Aoxacin 18 khohng 7.6 pid, so
viri ngurisi treedmg Uhinh wé wdi d khodng 6 gitr. Sy khic bidt nay c6 thé do sy thay d8i vé tinh
trgng chire ning thiln cia che d6i wong vi khdng duge cho i cd ¥ nghia B shng. Su bdp thu
thudie ditmg nhur khing bi dnh hudmg b wibi e, Khdng cin phii didu chinh liéu levolloxacin
dun trén dd tudi.

Bnky nhi

Duge ding hoe cia levofloxacin sau mdt lién tiém finh mach lidu duy nhit 7 mgkg 4@ dugpe
nghién e & biEnh nhi tir 6 thing dén 16 twhi. Bénh nhi ddo thii levolloxacin nhanh hom so v
ngudi Iom, diin dén ndng 40 trong buyét wrong & té em thilp hom so vl nguen lom kb dimg cling
mt mire lidu mg/kg. Che phiin tich duoe dang hoe idp theo dir dodn ding voi mdt ehé 4 1idu 14
8 mafkg mdi 12 gids (khéng viot qud 250 mg méi liéu) cho bénh nhi by 6 Ui diin 17 wii 1hi
ning db trong huyét temng =& dat duges trpng hdi &n dinh turemg duong véi nhitng bénh nhifin
wiromg thimh diing 500 mg levofloxacin sau mbi 24 gid, Thubc chi ¢é thé duge sir dyung cho bénh
nhiin nhi c6 ¢in ning tr 30 kg wd lén mie bénh thn thé hi hap (sau phoi nhifm) hosie bénh djcl
hach do hivm lugmg eo sfin cdn han ché.

)T tiegrng momy v mib

K hfing ¢ sy khic bidt ding ke vit duoe ddng hoe cia levolloxacin pitia déi g e vi ol ki
di xem xét dén sy khie bigt v 46 thanh thii creatinin gitn cde ddi tugnp. Sau khi cho ddi lugmig
nam khoe manh udng liéu levofloxacin 500 mg, thin gian bin thii cudi cing rong huyét toong
trung binh cia levefloxacin 1 khodng 7.5 git, so vii khoang 6,1 gitr & d6i g il Sir khdbe
bidt ndy la do sy khie bigt vé tinh trgng chite nfing thin gitm nam v nir va khing duoe xem 14
cd § nghin lim sdng, Sy hip thu thudc dudmg nlar khdng bj doh hudng boi gidd tinh con dii g,
Vi vily khdng cdn didu chinh lito dua wén pioi tinh.

MNhdin ching tde hodc ddn 1fic

Tie ddang con chimg 1 Adi v e ddng hoe eon levolloxacin dif duee dinh gid thing gqua phin
tich déing bidn duge thye hign teén di Héu the duge tir 72 ddi nomg: 48 ngudn da g vie 24
ngiriri khéing phai da tring. Két qui cho thiy 45 thanh thai toan thiin bigu kién vi (hé tich phin
bib bidu kién khong bj dnh hutmg bai chimg De cia cae d8i tgng,

f@nh nhdn sy thitn

13 thanh thai coa levolloxacin gidm ding ké vii thén gian bdn thii rong huvét tnmg kéo dii ddng
ké & bénh nhiin trudmg thanh by suy grm chire ndng thiin (4 thanh thai creativin < 50 mlL/phiit).
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Do dd, edin phii didu chinh lidu & nhitmg bénh nhin ndy d& rinh tich iy thude, Ca phoog phidp
thiim phin miu vé lpe mang bung s iye ngogi tra (CAPD) déu khong hiu (qud trong vige
lowi b levofloxacin khoi co thé, didu nay cho thilty kbong chn ting 1iéu levoNoxacin sau khi thim
plifin mdu hofic CAPD.

Bénh e suy gon

Ce nghién cirn duwge déng hoe trén bénh nhiin suy gidm chirc niing gan chea duge thye hign. Do
levolloxicin it bi -::llu].fén hod, nén duge ding hoe cin levolloxacin duge dy dodn <2 khdng bi dnh
hudmg béri suy gun.

Bénh nhin bi phiém hudn

Drrgre dding hoe cin levolloxacin & nhimg bénh nhin bi nhiém khufin ndng méc phisi tai cing dbog
oy duomyg visi nhitng bénh nhiin khée mgnh.

Nghién ctru nromg ide thube

Khit nfing xfy ra tuong the duge ding hoe gitm levolloxacin vai thube khing acid, warfarin,
theophylline, cyclosporine, digoxin, probenecid va cimetidine di duge danh gia.

16, Quy cich ding goi
Hp | vi, 2 v, 3 vl 4 v, 5 vl x vl 10 vién, vi PVYC/ahom
Hiip | wl, 2 wi, 3 vi, 4 vi, 5 vl % vi 10 vién, vi nhiimnhim

17. Didu Kign biio quin, han ding, Géu chuin chiit hrong caa thude
Bite qpuidin

Neri khid o, trinh dnh séng, ahiét 48 dudi 30°C,

Hn ding

36 thing ki i ngay shn xuft,

Tidu ehuidn chit gng cdn thinde

TeeS

18, Tén, din ehi co siv sdn xni
CONG TY CP DUGC VAT TU Y TE HA NAM
Cum CN Hodng Béng, phuimg Hodng SRRty A Duy Tien, tinh Ha Nam, Vigt Nam.




