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Rx

PHILFLOMID

Dé xa tim fay tre em.
Poc kj huwdng din sit dung trude khi ding.
Thudc nay chi ding theo don thube.

THANH PHAN CONG THUC

Mbi lo 5 mL chia:

Thanh ph&n hoat char: Levofloxacin hydrat 1,5% (kl/tt)

Thanh phan td diege: glycerin d@m déc, acid hydrochloric, natri hydroxide, nuéc pha tiém.

DANG BAO CHE

Dang béo ché: Dung dich nhd mat

M5 ta: Dung dich nho mét mau vang nhat hodic mau vang dung trong lo nhua duc.

CHI PINH

PHILFLOMID dugec chi dinh dé diéu trj c4c nhiém khuén do céc vi khuan nhay cam: viém bo

mi, viém thi 1&, chip, viém két mac, viém sun mi, viém gidc mac (ké ca loét gidc mac), va ding

1am khéng sinh du phong sir dung trude va sau khi phau thudt mat.

Céc ching vi khudn nhay cam bao gém:

Vi khudn Gram duong:

Corynebacterium species*

Staphylococcus aureus

Staphylococcus epidermidis

Streptococcus pneumoniae

Viridans nhém streptococci*

Vi khudn Gram dm:

Pscudomonas aeruginosa

Serratia marcescens*

*Hidu qua doi voi vi khudn nay da duge nghién ciu trén it hon 10 truomg hop nhiém tring.

CACH DUNG, LIEU DUNG

Dung dé nho mét.

Ngay 1 dén ngay 3: Nho mot dén hai giot vao mét bi bénh m&i 30 phut dén 2 giv khi thic va

khoang 4 gid va 6 gid sau khi di ngi.

Ngay thir 4 cho dén khi hoan tar dieu tri:

Nhé mét dén hai giot vao (cac) mit bi anh hudng cit sau | dén 4 gio khi thie.

CHONG CHI PINH

Bénh nhan ¢6 tién sit qua man vai bit ky thanh phan t4 duge nao cia thude, ofloxacin hay bét ky

khéng sinh quinolone nao.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Chi ding dé nhé mit.

Khdng dugce dung thuéc nhé mét PHILFLOMID dé tiém dudi két mac. Khong nén dua truc tiép

dung dich thuéc nhé mét vao tién phong cia mat.

O nhiing bénh nhan ding quinolon toan thén, qua man nghlem trong c6 thé my ra va doi khl gay

tr vong. Céc phan ung phan vé da duoc béo cao, mot s6 xav ra sau liéu diu tién. Mgt s6 phan

img da kém theo truy tim mach, maty thl.rc phu mach (bao gom phi thanh quan, phii hong hodc
mat), tic nghén duong thd, kho tho, nbi mé day va nglra. Néu xay ra phan ng di Gng vai

Ievoﬂoxamn hiy ngimg thudc. Phan (g qué man cAp tinh nghiém trong co thé cén dugc diéu

tri cAp clru ngay lap tirc. Liéu phap oxy nén duge thyc hign khi duge chi dinh 1am sang.
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Fluoroquinolones khi dugc str dung dudng toan than c6 lién quan dén viéc gay tan phé va cac tac
dung phu nghiém trong ¢ thé xay ra ciing nhau. Nhing tac dung phu ndy c6 thé lién quan dén
gén, co, khép, day than kinh va hé than kinh trung wong.

Viém gan va dut gin c6 thé xay ra khi diéu tri voi fluoroquinolones dudng toan than, nhét 1a &
cdc bénh nhan 16n tudi va cac bénh nhan dang dugc diéu tri ddng thoi véi steroid, ciing nhu &
nhitng ngudi duge ghép than, tim va phdi. Nén ngirmg ding fluoroquinolones néu bénh nhan bi
dau hoic viém gan (céc triéu chimg c6 thé xay ra trude khi dit gén) hogc dit gén.
Fluoroquinolones ¢6 nguy co lam nang thém céc triéu chimg & bénh nhin nhugc co va c6 kha
nang gy bénh thin kinh ngoai bién khong héi phuc (tdn thuong s¢i than kinh nghiém trong).
Téc dong trén hé than kinh trung wong c¢6 thé xay ra khi diéu trj véi fluoroquinolones dudng toan
than bao gom rdi loan kha ning chu ¥, mét phuong huéng, kich dong, cang thing, suy giam tri
nhd va mé sang.

Fluoroquinolones sit dung dudng udng hodc tiém c6 thé gdy rdi loan luong dudng trong méu,
bao gdm ting dudng huyét va ha dudng huyét. Viée ha duong huyét c6 thé dan dén hon mé, dic
biét & ngudi 16n téi va bénh nhan mic bénh tidu dudong dang ding thude ha dudng huyét.
Fluoroquinolones sir dung dudng toan than cé thé lam ting nguy co v& phinh dong mach chu, c6
thé din dén chay mau nguy hiém hogc thdm chi tir vong.

Nhiing ngudi ¢6 tién sir tic nghén hodc phinh dong mach (phinh bat thudng) dong mach chi
hodc cic mach méau khac, huyét 4p cao, mot s6 rdi loan di truyén lién quan dén thay ddi mach
mau va ngudi gia khéng nén sir dung Fluoroquinolones dudng toan than trir khi khong ¢o lua
chon nao khac,

Ciing gidng nhu nhimg khang sinh khéc, khi sir dung thudc kéo dai c6 thé gay tang sinh qua mic
céc chung vi sinh vét khong nhay cam véi thude, ké ca ndm. Néu xay ra bdi nhiém, hdy ngimg
sir dung va tién hanh liéu phép thay thé. Khi can danh gid 1am sang, bénh nhan nén dugc kiém
tra v6i su hd tro cia thiét bi phong dai, vi du nhu dén khe sinh hién vi va nhuém huynh quang.
Bénh nhén nén duoc khuyén khong nén deo kinh ap trong néu c6 du hiéu va triéu chimg loét
giac mac.

Pé tranh su xuét hién cua vi khun khéng thudc, cAn khing dinh tinh nhay cam cia vi khuin véi
thuée va didu tri véi thude nay phai giéi han ¢ thoi gian t&i thiéu can dé tiéu diét sy nhidm
khuén.

Hiéu qua cua thudc nay véi Staphylococcus aureus d¢ khang methicillin (MRSA) chua duge
chiing minh. Vi vdy, nén ding ngay thudc khic ¢6 hiéu lyc chong MRSA cho nhitng bénh nhén
duong tinh v6i nhidm khuin do MRSA va khéng biéu hién bat ky su cai thién triéu chiing nao
khi diing thuée nay.

SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Chi dung thuéc nay cho phu nit ¢6 thai hogc ¢6 kha ning cé thai néu loi ich didu tri mong doi
hon hén nguy co ¢é thé xay ra do ding thubc. D9 an toan ciia thuée nay trong thai ky chua dugc
thiét lap.

Levofloxacin duoc bai tiét vao sita me. Tuy nhién, & lidu diéu tri thude duoc du doan khéng anh
hudéng dén tré bt me. Chi diing thude nay cho phu nit cho con bi néu loi ich diéu trj du tinh hon
hén nguy co c6 thé xay ra véi tré blii me.

- Tinh an toan cua thude ndy cho tré sinh thiéu can, tré so sinh, tré nho va tré em chua duge thiét
lap. (Khong c6 kinh nghiém lam sang vdi tré sinh thiéu can, tré so sinh hodc tré nho. Chi cé it
kinh nghiém lam sang véi tré em.)

- Khéng khuyén céo ding thude nay cho tré em.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Nhu vé6i bt ky didu tri tai mét nao, néu xay ra nhin m& thodng qua hodc bét thudng & mat sau
khi dung thude. bénh nhan nén doi cho dén khi nhin rd hodc hét bat thudng truée khi lai xe hodc
véan hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Cic nghién clru tuong tac thude cu thé chua duge thyc hién véi thude nhd mét PHILFLOMID.
Mot s6 tuong tac thude sau dugc ghi nhan khi sit dung levofloxacin dang vién nén:

Thuoc tao phirc

Thudc khang acid, Sucralfate, Cation kim loai, Multivitamin: Mac du qué trinh tao phirc vdi
cation hoéa tri hai it ro rét hon so véi céc fluoroquinolone khéc, nhung viéc ding déng thdi vién
nén levofloxacin véi thudc khang acid c¢6 chira magié hogc nhém, cling nhu sucralfat, céc cation
kim loai nhu sit va céc ché phdm multivitamin c6 chita k&m c6 thé can tr& qud trinh hép thu
levofloxacin qua dudng tiéu hoa, dan dén ndng do toan than thdp hon ding ké so véi mong
mudn. Thube khang acid dang vién nén c6 chira magié, nhém, ciing nhu sucralfat, cic cation
kim loai nhu sét va cac ché phim multivitamin ¢6 chira k&m hoic didanosine c6 thé can tré déng
ké qua trinh hép thu levofloxacin qua dudng tiéu héa, dan dén ndng do toan than thap hon ding
ké so v6i mong mudn. Nén ding céc thude nay it nhét hai gid truée hodc hai gid sau khi uéng
levofloxacin.

Wafarin

Khéng phat hién thdy tic dung ddng ké nio cia levofloxacin Ién nong d6 dinh trong huyét
twong, AUC va céc thong sb phan b6 khdc cia R- va S- warfarin trong mét nghién ciru lJam sang
¢6 sy tham gia cua nhiing ngudi tinh nguyén khée manh. Tuong tu nhu vdy, khong thy tac
dung ré rang nao cta warfarin 1én su hap thu va phéan bé cua levofloxacin. Tuy nhién, d4 c¢6 bdo
40 & cac bénh nhan trong qud trinh theo dai sau khi dua thude ra thi trudng ring levofloxacin
lam ting tdc dung clia warfarin. Su gia tang thoi gian prothrombin khi st dung déng thoi
warfarin va levofloxacin ¢o lién quan dén céc dot chay mau. Cén theo doi chat ché thdi gian
prothrombin, Ty 1é chuén héa qudc té (INR) hodc cdc xét nghiém chdng ddng phu hgp khéc néu
dung levofloxacin déng thoi véi warfarin. Bénh nhan ciing cdn dugc theo ddi dé tim béng chimg
chay mau.

Thudc tri ddi thdo dwong

Réi loan dwomg huyét, bao gdm tang dudng huyét va ha dudng huyét, da duge bdo cdo & nhing
bénh nhan dugc diéu tri ddng thdi fluoroquinolone va thude tri dai thao duong. Do d6, khuyén
c40 nén theo doi cn than dudng huyét khi ding dong thai cac thude nay.

NSAIDs

Viée sit dung ddng thdi thude chéng viém khéng steroid véi fluoroquinolone, bao gdm
levofloxacin ¢6 thé 1am tang nguy co kich thich hé thin kinh trung uong va co giat.

Theophylline

Khéng phét hién the"iy tic dung déng ké nao cua levofloxacin 1én ndng d6 trong huyét tuong,
AUC va céc thong sb phéan bé khac ctia theophylline trong mét nghién cru 14m sang ¢6 sy tham
gia cda nhiing nguoi tinh nguyen khoe manh. Tuong tu nhu vay, khéng thay téc dung rd rang
ndo cuia theophylline 1én su hip thu va phén bd ciia levofloxacin. Tuy nhién, viée dung dong thoi
céc fluoroquinolone khéc véi theophylline da dan dén kéo dai thoi gian ban thai, ting nong do
theophylline trong huyét thanh va sau d6 1am ti‘mg nguy co xay ra cac phan (g cd hai lién quan
dén lheophyllme & nhom bénh nhin. Do d6, cin theo ddi chit ché ndng dd theophylline va dleu
chinh lidu luong thich hop khi ding déng thdi véi Ievoﬂoxacm Céc phan tmg c¢6 hai, bao gom
co giat, ¢6 thé xay ra ¢6 hodc khong co sur gia ting ndng d6 theophylline trong huyét thanh.
Cyclosporine

Khéng phét hién thdy tac duno dang ké nao cia levofloxacin 1én ndng @ dinh trong huyét
tuong, AUC va céc thong s6 phan b6 khac cua cyclosporine trong mét nghién ciru lam sang cd
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sir tham gia cia nhimg ngudi tinh nguyén khoe manh. Tuy nhién, ndng d6 cyclosporine trong
huyét thanh ting cao dd dugc bao cdo & nhém bénh nhan khi ding ddng thoi véi mot sé
fluoroquinolone khéc. Cmax v ke ciia Levofloxacin thdp hon mot chut trong khi Tmax va ty dai
hon mdt chit khi ¢6 cyclosporine so v4i nhimg nghién ciru khong dung thuée dong thoi khac.
Tuy nhién, nhiing khac biét nay khong dugc coi 1a cé ¥y nghia 1dm sang. Do dd, khong can diéu
chinh lidu diing levofloxacin hoic cyclosporine khi diing ddng thi.

Digoxin

Khong phat hién thiy tic dung ding ké ndo cia levofloxacin I1én ndng do dinh trong huyét
twong, AUC va céc thong sb phan bd khac ciia digoxin trong mot nghién ctru 1dm sang c6 sy
tham gia cua nhitng ngudi tinh nguyén khoe manh.

Dong hoc hép thu va phan b cia levofloxacin tuong tu nhau khi c6 hodc khong ¢6 digoxin. Do
d6, khong cin diéu chinh lidu lugng levofloxacin hogc digoxin khi ding ddng thoi.

Probenecid va Cimelidine

Khong thdy tac dung dang ké nao cua probenecid hodc cimetidine 1én Crmax ctia levofloxacin
trong mot nghién ctru 14m sang lién quan dén nhitng ngudi tinh nguyén khoe manh. AUC va ty,
ctia levofloxacin cao hon trong khi CL/F va CLk thdp hon trong qué trinh diéu tri déng thoi
levofloxacin véi probenecid ho#c cimetidine so véi levofloxacin don dgc. Tuy nhién, khong yéu
cu viée diéu chinh liu luong cho levofloxacin khi ding ddng thoi probenecid hosc cimetidine.
Xét nghiém trong Phong thi nghiém hodc Xét nghiém Chdn dodn

Mot sb fluoroguinolone, bao gdm levofloxacin, ¢é thé gay két qua duong tinh gia déi véi opiates
trong céc xét nghiém nudc tiéu khi sir dung b xét nghiém mién dich cé sin trén thi truong. C6
thé can phai tién hanh sang loc bang céc phuong phap dac hiéu hon.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung khong mong mudn di dugc bdo cdo & 7 trong s6 238 bénh nhén (2,9%) trong céc
nghién ctu 1am sang & Nhét Ban. Céc tac dung khong mong muén 13 kich Gng mét & 3 bénh
nhan (1,3%), loan vi giac & 2 bénh nhén (0,8%), nglia mét & | bénh nhan (0,4%), va ndi may day
& 1 bénh nhan (0,4%) (tai thoi diém thude dugc phé duyét).

Cic tac dung khong mong muédn ¢6 ¥ nghia 1im sang

Séc, phin ieng phan vé (khong biét ty 16 méc): Vi séc va phan (g phan vé c6 thé xay ra, bénh
nhan nén duoc theo dai cin than. Néu ¢ bat ky tri¢u chimg nao nhu ban do, phat ban, khé tho,
huyét 4p ha va phi m{ mat, v.v..., phai ngung ding thude va c6 céc bién phép xir tri thich hop.
Cic tac dung khéng mong mudn khic

Néu c6 cée tac dung khong mong mudn, phai c6 bién phap xur trf thich hop nhu ngung ding
thudec.

Ty 1&é méc Ti 1é mic khong r6*
Loai 0,1% - < 5%

Quéa man cam Viém bd mi (mi mat do / phit | May day, ngira
mi mat, v.v...), viém da mi
mit, phat ban

O mat Ré&i loan gidc mac bao gdém | Kich img
viém gidc mac lan téa nong,
viém két mac (sung huyét két
mac / phii né két mac, v.v...),
dau mit, ling dong gidc mac

Téc dung khéng mong muén Loan vi gidc (cd vi dang.v.v...)
khac

E - i
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* Ti 1¢ méc khong 1 vi céc tac dung khong mong mubn nay chi dugc quan sét thiy khi ding san
phim levofloxacin 0,5% hodc xay ra & cac nude khéc ngoai Nhat Ban.

Théng bdo ngay cho bdc si hodic dwgc si nhitng phin teng cd hai gdp phdi khi st dung th ubc.
QUA LIEU VA CACH XU TRi

Qué lidu v&i san pham nay du kién khdong gdy ra anh hudng. Bénh nhan nén dugc tich cyc theo
dai dé c6 bién phap xu tri thich hop, kip thoi.

DUQC LUC HQOC

Nhém durge Iy: Nhan khoa — Thubc chdng nhigm khuin - Nhém fluoroquinolone

Ma ATC: SO1AEQ5

Co ché tic dung

Co ché tac dung chinh cua levofloxacin hydrat 1a (rc ché su tdng hop DNA ciia vi khudn bang
c4ch trc ché hoat dong ciia DNA gyrase (topoisomerase II) va topoisomerase V. Mirc db hiéu
luc ca thude: e ché hoat dong cia DNA gyrase (topoisomerase 1) hay topoisomerase IV tiy
thudc vao chimg vi khuan.

Hoat tinh khing khuin

Levofloxacin hydrate ¢6 hoat tinh khang khudn manh hoat phd réng in vitro chdng lai cdc vi
khudn gy nhiém khuén mét ké ca cac vi khuin Gram duong.

<Vi khuén chi dinh>

Staphylococcus  sp., Streptococcus sp.. Streptococcus pneumoniae, Enterococcus sp.,
Micrococcus sp., Moraxella sp., Corynebacterium sp., Klebsiella sp., Enterobacter sp., Serratia
sp., Proteus sp.. Morganella morganii, Haemophilus influenzae, Haemophilus aegyptius [truc
khuidn Koch-Weeks], Pseudonionas sp., Pseudomonas aeruginosa, Stenotrophomonas
(Xanthomonas) mahaph:ha Acinetobacter sp., va Propionibacterium acnes.

Anh hwéng ciia licu ditng dén sw xudt hién dé khang levofloxacin

Trong cac nghién ctru str dung m6 hinh moé phong ndng d6 & mé mat in vitro, nho san phdm nay
3 lan/ngay o6 hiéu qua hon san pham c6 nong do 0,5%, trong viéc ngan ngira sy xuét hién cia
ching Staphylococcus aureus nhay cam v6i methicillin nhung khang levofloxacin (HSA201-
00027, levofloxacin néng d6 e ché téi thiéu (MIC): 0,5 pg/mL) va ching Pseudomonas
aeruginosa khang levofloxacin (HSA201-00094, levofloxacin MIC: 1 pg/mL). Ca san pham nay
va san phim c6 ndng d6 0,5% déu ngan chin sy xuét hién ciia ching Staphylococci khong co
coagulase nhay cam v6i methicillin nhung khéng levofloxacin (HSA201-00039, levofloxacin
MIC: 0,25 pg/mL).

DUQC PONG HQC

Néng d¢ trong huyét twong

Nong d levofloxacin trong huyét tuong duge do & 8 ngudi tinh nguyén trudng thanh khée manh
trong dot didu tri 8 ngdy véi thude nay, nhé 2 mét véi 1 giot/mét/ldn, 1 lan trong ngdy thir nhat
va 8 lin/ngdy trong 7 ngdy con lai (tir ngay 2-8). Vao ngay thi 8, ndng do cao nhat cia
levofloxacin 1a 24,1 ng/mL do dugc sau khi nhé ldn cudi 26 phut.

Phan bd & miit dong vit (tho tring)

Nho 1 1dn 50 uL thuéc ndy vao miét phai cia tho. Nong do cao nhét trong gide mac cia
levofloxacin 1a 32,5 pg/g do duge sau khi nho 15 pht, sau d6 giam dan véi thoi gian bdn thai la
86 phut. Nong dd levofloxacin cao nhat & két mac nhan cAu va két mac mi 1a 14,7 pg/g do duge
sau khi nhé 15 phit, sau do giam nhe nhanh chéng trong 1 gio. Néng dé levofloxacin cao nhit
trong thiy dich 1a 3,1 pg/mL do dugc sau khi nhé 30 phat, sau do giam dan véi thoi gian ban
thai la 71 phat.

QUY CACH PONG GOI

Hop 1lo5mL.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
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Diéu kién bdao quan: Bao quan trong hop kin, noi khé mat, dudi 30°C.
Han dimg: 36 thang ké tir ngay san xuét. Ding thudc trong vong 30 ngay ké tir ngay mé nép lo.
Tiéu chudn chat heong: TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC
. SAMCHUNDANG PHARM. CO., LTD.
\ M 71, Jevakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Quéc.




