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(Dung dich thube nhé mit Levofloxacin Smg/ml)

Thudc nay chi ding theo don thuée. Dé xa tam tay tré
em. Poc ky hedng dan s dung truede khi ding.

1. Ténthude: Letdion

2. Thanhphén: -
M&i ml dung dichnhé mit c6 chira: :
- Thanh phan hoat chdt: Levofloxacin hemihydrat
twong duong véi levofloxacin Smg, 24
< Thanh phan td dwge: Natri clorid, benzalkonium
clorid, dung dich natri hydroxyd 1M, dung dich acid
hydroclorid 1M, nuée pha tiém. . &

3. Dangbao ché: Dungdichthudcnhomét . ¢ ...
- M6 ta san pham: Dung dich trong sudt, khéng chira
cée hat nhin thdy dugc, c6 mau tir vang nhat dén mau
vang &4nh xanh la cy. 1 B

4. Chidinh

Dung dé diéu tri tai chd nhiém khuén &,gide:mac do cac
chung vi khuan nhay cam véi khang sinh levofloxacin
gayra. " K
Thude nho mat Letdion ding dugc cho ca ngudi 16m va
tréemtir 1 tudi tro1én, 10 GD i, it

5. Liéu diing, cich diing

n ;
Trong 2 ngay diu tién, nho tir 1-2 giot vao bén mit b
nhi&m khudn méi 2 gio mot lin, cho dén 8 1an mot ngay
khi dang thirc. Tir ngay thir 3 dén ngay thi 5 cua dot
diéu trj, nho 4 lan mdi ngay.

Néu bénh nhén dang ding ddng thdi cac thude nho mét
khdc, phai dgi it nhat 15 phut giira céc lan ding voi cac
thude nho matkhéc.

Dé tranh 1am nhiém bén ddu nho giot ctia lo thude va
dung dich bén trong, khong dugc cham dau nho giot
vao mi mat hay cdc viing quanh mét. '

Thoi gian diéu trj tuy theo mirc d nghiém trong cta
bénh; bénh canh 14m sang va tinh trang nhiém khuén.
Thoi gian diéu tri thong thuong la 5 ngay.

Strdung thube 6 ngudi gia . # 2 B

Khong cén thiét phai diéu chinhliéu. .1 /00
Strdung thuoc cho tré nho ;.
Thube ding an toan va hi¢u qua cho tré nho tir 1 tudi try
lén. Liéu dung cho,tré nho tir 1 tudi trg1én gidng nhy
ngudilém. ) .
Sy an toan va hiéu qua khi dung thudc ¢ tré.dudi 1 tudi
vén chua duge thiét 1ap. Do d6, khdng khuyén cdo dung
thude & tré nho dudi 1 tudi,

D o ET T
Thuo;cduchl‘mgdénhémét. st e
Néu bénh nhan quén nhé mot fiéu thude, thi nén ding
liéu thubc da quén ngay khi nhé ra. Néy ghn tai thoi
gian ding liéu tiép theo, hiy bo qua liéu quén ding, va
nho liéu tiép theo nhu binh thuémg, Khdng dung cling
ltc 2 liéu,

Khong c6 yéu cAu gi dic bigtvé vige xir I thude sau khi
sirdyng. ;

6. Chlngefloh ., o oo, it o
Qué mén vai hogt chit levofloxacip, cic thude khac

thude nhom guinolon hay véi bit ki thanh phan 14 duge

040 c6 trong thube vi dy nhu benzalkonium clorid
Chbngchidinh cho tré em dudi | tudi, ¢ Vil o

7. Cénhbho va thjn trong khi ding thube
ls(hZ)gldt;z% liéi.rr‘l‘édung dich nhé mit Icvoﬂgxacin
mg/ml vao dudi ket mge. Khong duge ¢ tryc
1iép vao bubng trude cﬂ::'nél. SR
D xulit hién cac phan g qué miin khi ding cée thube
thuhe nhom fluoroguinolon dudmg ding toan (han,
thiim chi nﬁay sau khi ding mot liu don, Néu xuft hign
céc phan (mg dj (mg voi ‘%voﬂoxncln, bénh nhén phai
ngimg ding thube,
Ciing nhu céc thube khéing sinh khéc, kéo dai théi glan
diéu tri vdi levofloxacin c6 thé din t6i sy phat tridn qui
mirc cua cic vi sinh vt khong nhay cam véi thude, bao
£dm ném, Néu tinh trang nhi%m khudn trdm trong hon,
hogic néu tinh trang lam sang cua bénh khong duge caj

thién trong thei gian diing thuéc hop 19, bénh nhén phai~

ngimg ding thudc va chuyén sang ligu phép diéu tri
khéf:. Khi dénh gi4 trén lam sang 1a chwa du, bénh nhan
phai dugc khdm k§ hon véi cac thiét b phong dai nhu

kinh hién vi soi mét va néu thich hgp co thé nhudém mau
huynh quang,
Bénh nhéin bj nhidm khuin & gidc mac khéng du?c deo
kinh 4p trong. Kinh 4p trong mém c6 thé hip thy
benzalkonium clorid ¢6 trong dung dich nho mit
Letdion va c6 thé lam dbi mau cua kinh ép trong. Phai
bo kinh ép trong ra khoi mat truée khi nhé thuoe vao
miit v c6 thé deo lai 15 phat sau khi nhé thude.
Benzalkonium clorid ciling ¢6 thé gy kich (mg mit, dic
biét néu mét bj kho hodc mic céc rdi loan & gide mac
(¢dm gidic ¢6 mdt mang trong sudt & phia trude cia
mat). Cin t6i gdp béc sy néu sau khi sir dung thudc nho
mét Letdion bénh nhén c6 cim gidc bt thucmg & mit,
cam thiy cay mét hogic dau mit.
ing t h '
Céc canh bdo va thin trong dic biét khi ding thube &
ngudi 16n vatré nho tir 1 tudi trér1én 14 gidng nhau,

- b dedant W

8. Wﬁ"dq,mg thubc c‘ﬁg phu ni 6 thai va cho con b

Chua c6 dit ligu ddy di vé viée sir dung levofloxacin
cho phy nir c6 thai. Céc nghién ciru trén dgng vét chua
chi ra céc tic dung c6 hai truc tiép hogc gidn tiép lién
quan dén kha ning gy ddc sinh san. Cac nguy co c6 thé
cho phu nir mang thai viin chura dugc biét rd. Chi ding
dung dich nho mat levofloxacin 5 mg/ml trong giai,
doan mang thai khi lgi ich diéu trj cho me vugt trdi hon
$0 véi céc nguy co tiém tang cho thai nhi.
Phunirchoconbi ) ) i
Levofloxacin bai tiét dugc qua sita me. Tuy nhién, it co
kha ning thudc c6 anh huong Ién tré dang bi sita me &
liéu diéu tri. Chi dung dung dich nho mat levofloxacin
trong giai doan cho con bi khi ddnh gid loi ich diéu trj
cho me vurot tréi hon so vai bét ky nguy co tiém tan
nao cho tré dang ba sira me. .
Sinhsan )

Levofloxacin khéng lam giam dang ké kha nang sinh
sin & chudt cong khi bi phoi nhiém véi thude nhiéu hon
mirc do phoi nhiém cao nhét & ngudi sau ding thude
nho mat. : '

9. Anhhuwong dén khi ning l4i xe, vin hanh may
moc b 0
Thubc nho mét levofloxacin it ¢é anh huéng dén kha
néng lai xe va vin hanh mdy méc. G
Néu tAm nhin bj anh huémg tam thoi khi sit dung thuéc,
phai doi cho t6i khi mat nhin rd tré lai trude khi lai xe
hoé,?'vénhanhln,éyméc' DAV BT 7 1) WS PRV IT 4 ¢ (31
10, Tuong téc, twong ky ciia thude -

*  Tuongtic ,

Chua c6 nghién ciru vé cde tuong téc gitta thubc nhé .
mit levofloxacin véi céc thudc cu thé. ,

Do sau khi ding levofloxacin & mét, ndng 9 thude cao
nhdt trong huyét twong thdp hon it nhét 1000 14n so véi
liélzl tiéu chudn thudc & dudmg udng, céc twong tac thude
xuat hi¢n khi ding levofloxacin dudng ding, toan than
it c6 kha nang ¢6 ¥ nghta vé& mijit lim sang khi sir dung |

¥

thubc nho mit levofloxacin Smg/ml, .

Trénho ) :
Chyra 6 céc nghién ciru vé tuong tac thude khi sir dung -
thudc nho mt leyafloxacin 5 mg/ml & tré nho.

o Tgngky, L

Do khang ¢6 cdc nghién cul'u, vé t’lnh n;(mg kxcl);i {h;ac, T

khéng tron 1dn thudc ny véi cdc thude khag.

11, Thcdyngkhdng mong mudn
Chc tac dung khong mong muén [ thé Xuit hi¢n trén
khoang 10% bénh nhan sau khi dung thude, Cic tae
dung khdng mong mudn ludn & mire d§ nhg hojc vira,
thodng qua va thong thugmg {{ xudt hign grmat. ,
Ciing nhu cde thude ¢6 chita benzalkonium clorid, bénh
chm tiép xtie vi hofic kich img cé thé xudt hign.do hogt
chiit hay cde cht bio quan cé trong thude. )
Tir cde thir nghiém Jm sdng va cde dir ligu hiu mai, cde
lhc dyng khéng mong mudn dudi diy dugo bdo cdo
chitc chn, hofic ¢6 (hd 1idn quan dén vide didw tri véi |
thude nhé mit levofloxacin:
Rdiloan h@d thong midndjch’ ™ "
Hiém (2 1/10,000 dén <1/1,000): Céo phin img di img
g ngodi mit, buo gdmbando dda ' ' A
RAthiém (< 1/10,000); sdo phan v§ ey L0k
Ré1 loan hé than kinh " \ )
ftgip(21/1,000dén<1/100); dauddn = o v
Rol/oandmdt SR\ ST T S IR ¥ € W ¥ \u‘.‘
Thuémg gip (21/100 dén<1/10): Cam gidc néng & mit,

iam thm nhin, c6 mang nhﬁy & mat. ) ‘

t gip (2 1/1,000 dén <1/100): Com mi miit, ph két |

Gl ML NN AN o
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mac. phan img két mac c6 nhu, pha mi mét, cam gide kho
chiju & mdt, ngita mét, dau mat, nhidm tring két mac,
nang két mac, khd mét, ban do & mi mét, chimg sg dnh
sdn
C h\,r.\ ghi nhan xuét hién tinh trang ling dong glﬂc m.c
trong cdc m,hlcn cml 1am qéng
Réi loan hé hap, 1ong ngiec va trung thdt
ft gap (21/1,000 dén <1/100): viém mii
Rathiém (< 1/10,000): pht thanh quan.
nénhQ bR EEHE i
Tén sudt xudt hién, loai va mirc 49 nghiém (rQng ¢lia cae
tac dung khong mong muén & tré nhé 1a twong ty nhu &

ngudi lém, , o

]

R AT

12. Quéliéu va cach xir tri ‘

- Triéu chimg: Téng ham lwgng levofloxacin ¢6 trong
thude nhd mit 12 qué nho dé c6 thé gay doe clio co thé néu
v6 tinh udn phal Tuy nhlcn khéng d\)ng qué liéu chi
dmhchathu%c NIRRT )
- Xir tri: Néu cin thiét, bénh nhan c6 thé duqc théo ’631
trén 1dm sang va ap dung céc phuong php diéutrj hd trg.
Sau khi nhb qud heu thuéc nhé mit levofloxacin
S mg/ml, cin rira mét bing nuée sach & nhiét 4o phbng
(ht nhe nuée vao miit).

Trénho !

Néu xdy ra hién tuong qué liéu ¢ tré nho tir 1 tuox trér Ién,
cdc bién phap xr tri tuong tu nhu & ngudi I(rn '

13. Dictinhdugclychoc ‘ !
Nhoém duge ly: Thube ding trong nhin' khoa, thuéc
khang sinh, thuéc nhém fluoroquinolon.

MaATC: SO1AEOS. .
Levofloxacin la ddng phan L-isomer ‘ciia ofloxacin
racemic. Tac dung khang khuén ctia ofloxacin chi yéu
gdy bm dong phanL isomer.

C

Nhu' cac thuoc khéang khuén thuc nhém ﬂuomqumolon
levofloxacin {rc ché enzym topoisomerase 1I'- ADN
gyrase va topoisomerase [V ciia vi khuan. Dich tac dung
cua levofloxacin thuong la ADN gyrase & vi khudn Gram
am va topoisomerase I'V ¢ vi khuan Gram ducmg

Cé'ché khéng thudc:

Hién tugng khang thudc cua vi khuan Levoﬂoxacm chu
yéu théng qua 2 co'ché chinh, cu thé 1a do giam nong d
thudc & ) trong vi khuén hogc do thay déi enzym dich tac
dung cuia thude. Vi tri dich thay déi do d6t bién nhiém séc
thé'ma héa cho enzym ADN gyrase (gyrd va gyrB) va
topoisomerase 1V (parC va parE; grlA va griB &
Staphylococcus aureus). Khing thudc do giam n%ng do
thudc trong vi khuén hoﬁc do proteiri’xuyén mang & bén
ngoai mang té bao cta vi khuén bj thay dbi (OmpF) din
t&i 1am giam nhf)p bao fluoroquinolon ¢ vi khuin Gram
am hodc do thuoc bi bom ra khoi té& bao. Co ché khang
thuéc trung gian qua bom da dugc td t & pneumococci
(PmrA), staphylococci (NorA), vi khudn ki khi, vi khuan
Gram am. Ngoai ra, da c6'b40¢40 ghi nhan xuﬁr hién vi
khufn khéng'véi cdc quinolon thdng qua trung gian
plasmid (duge xdc dinh do gen gnr) ‘&vi’ khuﬁn
Klebsiella pneumomae vad E.coli,

Sy khang thugc chéo ¢b thé Xay ra’ gitra- che

fluoroquinolon. Dot bién mot diém c6 thé khong din 6
khing thuc trén 1dm sing, tuy nhién dot bién'da diém
thong thung sé gy khéng thubc trén Jam sang véi tdt ¢
che thube thube nhém fluoroquinolon, Protein xuyén
mang ponn ¢ bén ngoai mang € bao va h¢ théng bom
ubc bj thay dbi co thé 1am tong do diic higu co
hég dich tac dyng ctia mot vai nhém thu ¢ khang smh
yhdjint6i khing da thu6c +
PhB khangkhuh's 7+ 10 st g i
Chi phimg ching vi khuﬂn mly thuémg gdy ra nhlém
tring & gide mac, vi dy viem két mae duge thé hién &
bang dudi day: ;

“\8treptococcus pneumoniaé -

Nhom |: C%c vi khufin thu’h’gﬁ g!!rx cém
Céc vl khuiin Gram duong hiéu khi

Staphylococeus aurens (MSS

) replococcys pyogenes

Nhém Viridans streptococed

Céhc vi khufin Gram Am hibu khi .
Escherichia coll

Huaemophilus influenzae '
Moraxellua catarrhalis

aeruginosa i‘hﬁ iap dwz v ang

Chlamydia trachomatis ~ |Véi nhimg bénh nhan
bi viém két mac do
Chlamydia phai didu
trj ddng théri vai lidu
phép khang sinh toan
than

Nhém I1: Céc vi khuéin c6 thé c6 khéng thude
thu dwge

Cic vi khuin Gram dmrnLléu ki

Staphylococcus aureus (MRSA)**

Staphylococcus epidermidis

Céc vi khudn Gram 4m hiéu khi

Pseudomonas aeruginosa|Phan lap dugce tir bénh

vién

L] Az vk o

Gl Ly -
Cic vi khufin khéc

* MSSA = Cic ching tu ciu ving nhay cam véi
methicillin

** MRSA=Cécching ty cAu vang khang vé&i methicillin
Trénhd

Pic tinh du‘qc luc hoc la tuong ty & ngudi 16m va tré nho
tirmot tudi tros 1én

14. Pictinh dugcddng hoc

Sau khi duge nho vao mat, levofloxacin dugc luu gm'tét
&'mang nudc mét.

Trong nghién ciru ¢ nhimg ngudi tinh nguyén khoe
manh, nong do trung binh ctia levofloxacin & mang nuéc
mat do dugc sau 4 va 6 gio dung thudce lan lugt la 17 0va
6,6 pg/mL. 5 trong s6 6 ddi tugng nghién cru c6 nong 46
2 pg/mL hodc cao hon tai 4 gi¢ sau khi ding thudc. 4
trong s6.6 d6i tugng nghién ciru duy tri néng d¢ nay sau 6
gio ding thudc.

Nong 6 levofloxacin trong huyét twong dd dugc do & 15
tinh nguyén vién truéng thanh khoe manh tai céc thoi
diém khéc nhau trong 15 ngay diéu trj véi thudc nho mit
levofloxacin 5 mg/ml. Nong dg thudc trung binh trong
huyét twong sau 1 gi¢s dung thude 1a khoang 0,86 ng/ml
vio ngly méu tri dgu tién dén 2,05 ng/ml vao ngly diéu
tri'thir '15. Nong d9 levofloxacin cao nhét trong huyét
tuong do dugc la 2,25 ng/ml vao ngay didu tri thir 4, thu
duoc khi trong 2 ngay dleu tri trude dé bénh nhan dugc
dung thuéc mdi 2 gio, tdng 8 lidu mdi ngdy. Nong do
levofloxacin cao nhit tang tir 0,94 ng/ml vao ngay didu
tri dau tién dcn 2,15 ng/ml vao ngay diéu tri thir 15, va
nong dd nay thép hon 1000 1dn so véi khi ding heu chuin
ctia levofloxacin duong udng.

Chua 13 nong d levofloxacin dat dugc lrong huyet
twong sau khi nhd vao mét bi nhim khuén. ;i

15, Quy Gich dongg6l oo o
Hop 119 5ml. y gt 3 y

16. Pidu kign bio quin
Bio quin thude dudi 30°C trongbaob} géc

RN
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17 ‘Handdng - inul o 0
36 thang ké tirngdy san xudt. '
Sau khi mé nép chi ding thude trong vdng28ngay

_1»1/4

18: ‘Tidu chudivehdt lwgng 7 5ib v uio sy o
Nha san xuét

19. Tén, dja chiciiacosésanxudtthube 1
Rompharm Company SR.L. '

Str. Eroilor, nr. 1A, Oras Otopeni, Judeml lifov, cod
postal 075100, Rumam s cladiri Rompharm ! sn
Rompharm 2, Rumani.” - gt Lt :
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