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Peflacine® Monodose

Pefloxacin 400 mg

2 vién nén bao phim - cho ngudi I6n / 2 fim-coated tablets-adults

Vung khdng phi mang

14x24,5 mm

45 18x102

Peflacine® Monodose 400 mg

Thanh phén:

M&i vién chita: Pefloxacin (dudi dang mesilat dibydrat) e e 400 mg
Chi dinh, Cach ding, Chéng chi dinh va cic théng tin khac: xem t& hudng dén si dung
Diing duiing uéng

sanofi aventis 3 i :
382
i L

Peflacine® Monodose 400 mg

Composition:

Each tablet contains: Pefloxacin (as mesilate dihydrate). ... 400 mg

dicati dmini ion, ¢ indications and other inf see package insert.

Oral route
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THUOC BAN THEO DON.
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

Peflacine Monodose \o
Pefloxacin 400mg

THANH PHAN: Mdi vién nén bao phim chira:

Pefloxacin (dudi dang mesilat dihydrat) .........c.ccccoveveeveeeenennn. 400mg.

Ta duoc:

- Vién nhan: Tinh bt mi, gelatin, explotab, talc, magnesi stearat.

- Lép bao: Polyoxyethylen glycol 6000, titan dioxyd, talc, ethyl cellulose,
hydroxypropylmethylcellulose, dibutyl sebacat vira du 1 vién bao phim.

TRINH BAY: Hop 1 vi x 2 vién.

CHI PINH:

Vién bao phim Peflacine Monodose 400 mg duoc dung dé diéu tri mot lidu duy nhét cho cac nhiém
khuén sau:

- Diéu tri viém bang quang cép khong bién chimg & phu nir.

- Diéu tri viém niéu dao do l4u cau khuan ¢ nam gidi. Trong tmorng hgp nay, chi sir dung Peflacine khi
da loai trir tac nh4n gay bénh 1a 1au ciu khuén ching dé khéng véi pefloxacin.

CACH DUNG VA LIEU DUNG:

Dung dudng udng.

Chi dung thuf)c & ngudi truong thanh; dung mét lidu duy nhéat 800 mg, tirc 1a 2 vién 400 mg. Udng
thude v6i nhiéu nude va udng trong biva an dé tranh cac rdi loan tidu hoa.

Thoi gian diéu tri: 1 ngay.

CHONG CHI PINH:

Thuée nay KHONG DPUGC SU DUNG trong cac truong hop sau:

- Di tmg véi pefloxacin hay cac thudc nhém quinolon, hodc véi céc thanh phan c6 trong thudc.
- Tré em dudi 18 tuoi.

- Thiéu glucose-6-phosphat dehydrogenase.

- Phu ni¥ ¢6 thai hodc dang nudi con bang sira me.

- Tién sir bi viém gan véi thude cung nhom (fluoroquinolon).

CANH BAO: )
- Tranh ra ning hay tiép xuc véi tia cuc tim trong thoi gian diéu tri va dén 4 ngay sau khi ngung thudc
do nguy co nhay cam véi anh sang

- Viém gan ¢ thé xay ra va dan dén dut gan, dic biét 12 gan goét chan va thudng gap hon ¢ nguoi cao
tudi. Piéu tri corticoid c6 thé 1am ting nguy co xdy ra viém gén va dut gan.

THAN TRONG KHI DUNG \ .
- Viém gén: ngay khi bit dau diéu tri véi pefloxacin, khuyén cao phai kiém tra xem c6 dau hodc sung \

& gan g6t chan hay khong, nhat 1a & nhimg ngudi c6 nguy co. Néu thdy c6 bat cir diu hiéu nao nhu thé,
phai ngung dleu tri va hoi y kién bac si chuyén khoa.

- Nguoi c6 tién sir co giat hodc 6 céc yeu t6 nguy co co giat.

- Bénh ly than kinh ngoai bién: bénh ly than kinh ngoai bién vé cam gidc hodc cam gidc-van dong Xuét
hién nhanh da dugc ghi nhan & nguoi dung céc thude ﬂuoroqumolon bao gébm pefloxacin. Khong dung
pefloxacin néu bénh nhan c6 triéu chimg bénh than kinh ngoai bién. {/
- Ngudi cao tudi: ddi v6i nguoi trén 65 tudi, giam lidu trong ngay thanh 400 mg

- Bénh nhugc co: ¢6 thé 1am nang thém tri¢u chimg nhuoc co.

- Suy chirc nang gan: déi voi ngudi c6 c¢b chudéng hodc vang da, giam liéu trong ngay thanh 400 mg



- Can c4n nhéc chén doan viém dai trang gia mac ¢ nhirg bénh nhan c6 tiéu chay ning trong hodc sau
khi diéu tri v6i Peflacine Monodose vién bao phim 400 mg. Néu nghi ngd hodc xé4c dinh la viém dai
trang do C.difficile, phai ngung diéu tri Peflacine Monodose vién bao phim 400 mg va bat dau diéu tri
thich hop ngay cho truong hop nay. Chéng chi dinh sir dung cac thudc lam trc ché nhu dong rudt trong
truomng hop tlep chay nay.

- Nhur céc thue nhém fluoroquinolone, cén than trong khi dung pefloxacin ¢ nhiing ngudi ¢6 nguy co
kéo dai khoang QT, nhitng ngudi cé nguy co ha dudng huyét (& nhitng bénh nhan dai thdo dudng
dang str dung thudc udng ha dudng huyét nhu glibenclamide hodc insulin).

TAC DUNG TREN PHU NU' CO THAI VA PANG NUOI CON BANG SUA ME:
Khong dung thudc nay cho phu nit c6 thai hoc dang nudi con bing sita me.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Bénh nhén phai dugc canh bao vé cac nguy co. tiém nang anh hudng 1én hé than kinh trung uong, va
khuyén khong 14i xe hodc van hanh may méc néu cé xay ra cac triéu chimg than kinh. Can than khi l4i
xe hodc van hanh méy mac.

TUONG TAC THUOC:

- Céc thube khang acid cé chuira hydroxyd nhom hodc magié khi dung dong thoi 1am giam hép thu
peﬂoxacm & duong tiéu héa. Nén udng céc thude khang acid sau khi uéng pefloxacin 4 gio.

- Céc thude theophyllin: ¢6 tuong tac dugc dong hoc véi theophyllin va két qua 1a 1am ting ndng do
theophyllin huyét tuong. Trong truong hop dung dong thoi, phai theo dai ndng do theophyllin huyét
tuong.

- Céc thudc khang dong ubng: khi ding ddng thoi véi warfarin, pefloxacin lam ting tac dong khang
dong cua warfarin.

- Céc thudc l1am kéo dai khoang QT nhu céac thude tri rdi loan nhip tim nhém IA va nhom III, cac
thudc chong trdm cam ba vong, cac thubc khang sinh nhém macrolid: pefloxacin, ciing nhu céc thude
khéng sinh nhém fluoroquinolon khéc, phai can than khi ding chung véi cac thube nay.

- Cac két qua xét nghiém: & nhitg ngudi dang diéu tri voi pefloxacin, xét nghiém tam soat thudc
phién trong nudc tiéu cé thé cho két qua duong tinh gia. Pefloxacin khong anh huong dén két qua xét
nghiém tim duong trong nudc tiéu.Trong truomg hop nghi ngo, nén hoi ngay y kién bac si hay duoc si.

Dé tranh tuong tac thudc xay ra véi cac thude khéc, phai bao cho bac si hay dugc si biét nhimg thude e
ban dang dung. )

TAC DUNG NGOAI Y =
Gidng nhu cac hoat chét, thubc nay & mot sé nguoi ¢ thé gly ra it hodc nhiéu cac tac dung khdng .
mong mudn & céc hé co quan: A
- Hé tiéu héa: budn ndn, dau da day, nén mua. ;ﬁ

- Da: d6 da, nhay cam 4nh sang, ngtra. Rat hiém khi gap hoi chimg Steven-Johnson.

- Hé van dong: dau khop, tran dich khép, dau co. Viém gén c6 thé xuét hién sém khi bit dau diéu tri

va kéo dal mot thoi gian sau khi ngung diéu tri. Hiém khi gap cac trLr(mg hop bi dut gan

- Hé than kinh trung uong: co glat mat tinh tdo, choang véng, dau dau, chong mat, réi loan gide ng, ==

080

but rt, bénh 1y than kinh ngoai biénvé cam gidc hodc cam giac-van dong, hoac co thé lam trd ning —323

chirng nhuoc co. \NE TY
- Cac phan ung di ung: ndi mé day. Hiém khi gap phu vi mach, soc phan vé. EM HOU HAI

\T[
PAC TINH DUQC LY 0T ;\ M
TINH CHAT DU'OC LUC HOC: _‘H__I__,{j_\_ N
KHANG SINH TAC PONG TOAN THAN S

Mi s6 ATC: JOIMAO3

Pefloxacin la mgt khang sinh tong hop thudc nhém fluoroquinolone.

Phé khang khuén: nong do e ché t5i thiéu t6i han dé phan biét cac chung vi khuan nhay cam (S) véi
chiing nhay cam trung binh, va phan biét chiing nhay cam trung binh véi cac chung khang thude (R) 1a n,
S khi MIC <1 pg/ml va R khi MIC >4 pug/ml. Ty I¢ khang thudc thu dac cd thé thay doi tuy theo dia
diém va thoi gian déi voi mot sb chung loai. Vi thé cén c6 thong tin vé ty 1é khéng thudc tai dia



phirong, nhat 1a khi diéu tri cac nhidm khuén nang. Nhimg dir liéu sau day chi nhim dinh huorng vé
tinh nhay cam cua mot chung vi khuén d6i véi khang sinh nay: cac loai nhay cam (hon 90% sb chung
nhay ciam) bao gébm S.aureus nhay véi methicillin, E.coli, P.vulgaris, M.morgani, Salmonella sp,
Shigella sp, Yersinia sp, H.influenzae, M.catarrhalis, Nesseria sp, B. pertussis, Campylobacter, Vibrio
Sp, Pasteurella sp, K.oxytoca, v.v...; cac vi khuin khang thudc (it nhit 50% sb ching c6 tinh khang
thuoc) bao gom S.aureus khang methx(:lllm lién cau khuan, dic biét 1a S.pneumoniae, Enterococci,
L.monocytogenes, Nocardia asteroids, A.baumanii, Mycobacteria, U.eralyticum, cic vi khudn ky khi,
trir Mobilincus va P.acnes.

TIN H CHAT DUO'C BONG HOQC

Hap thu Sau khi uéng mt liéu don 800 mg pefloxacin, d¢ sinh kha dung dat khoang 100%.

Phan b: Nong d6 dinh huyét tuong dat khoang Gpg/ml sau khi uong thubc duge 90 phut; thoi gian
ban thai huyét twong khoang 12 gio; pefloxacin gan vdi protein huyet tuong khoang 30%.

Chuyén héa: Pefloxacin duoc chuyén héa phan 16n & gan. Hai chét chuyén héa chinh 12 N-demethyl
peﬂoxacm (norfloxacin) va N-oxyd pefloxacin.

Bai tiét: O nhimg bénh nhan c6 chirc nang than va gan binh thuong, sau mdt liéu uong 800 mg
pefloxacin, khoang mt nira liéu dung duoc than bai tiét duéi dang pefloxacin khong bién déi va hai
chat chuyén hoa chinh. Sy thai trir pefloxacin qua mat chu yéu duéi dang khong bién dbi, dang lién
hop véi chit duong va dan chat N-oxyd. Pefloxacin khong bién d6i va hai chit chuyén hoa chinh van
ton luu trong co thé cho t6i 84 gitr sau khi udng liéu thudc cudi cing. Hoat tinh khang khuén van con
thay sau 5 ngay. Trén bénh nhéan suy than, nong d6 huyét tuong va thoi gian ban thai khong bi thay doi,
bt chap murc do suy than. Trén bénh nhan suy gan, sau khi uéng mét liéu don peﬂoxacm 8 mg/kg thé
trong trong mdt nghién ctru trén nhimg bénh nhén xo gan, nhing thay d6i tham s6 duoc dong hoc cho
thiy thoi gian bén thai tang Ién rd rét (tir 3 dén 5 lan), va bai tiét pefloxacin dang khong bién dbi ra
nude tidu cling ting rd rét (tir 3 dén 4 14n).

QUA LIEU VA XU TRi

Céc bién co khong mong mudn ning c6 thé gap khi dung pefloxacin & lidu dleu tri hodc ¢ tinh trang
qua liéu cip. Cac bién cd xay ra trong tinh trang qua liéu cép la hiém gip va gom c6 suy than va co
giat. )

Trong truong hop qué liéu cép, bénh nhéan phai dugc theo doi chat ché va diéu tri nang d&. Loc mau
khong c6 hiéu qua.

HAN DUNG: 36 thang ké tir ngay san xuét.
Khéng dung qué thoi han dugce ghi rd trén bao bi.

BAO QUAN: Khéng qua 30°C. Bao quan noi mét, tranh énh séng.
PE THUOC TRANH XA TAM TAY TRE EM.

TIEU CHUAN: Tiéu chuin co so.
co SO SAN XUAT:

CONG TY TRACH NHIEM HUU HAN SANOFI-AVENTIS VIET NAM.
123 NGUYEN KHOAL,Q.4




