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TO HUONG DAN SU DUNG THUOC

Thuée ban theo don

Vién nén dai bao phim PEFLOXACIN 400 mg
Trinh bay: 02 vién/vi, hop 01 vi . 10 vién/ vi, hop 01 vi.
Thanh phan: Mbi vién nén dai bao phim c6 chia:

Théanh phéan Ham lugng
Pefloxacin mesilat dihydrat: 558,5mg
(Tuwong ting véi 400mg Pefloxacin)
Avicel PH101 62,5 mg
PVP 14,0 mg
Talc . 19,0 mg
Magnesi Stearat A 7,0 mg
HPMC \\, ' ~ 30,0mg
Titan dioyd | / 6,0 mg
P.E.G 6000 o 3,0 mg
Tdc dung: Pefloxacin 1a khdng sinh téng hop ho Quinolon.
Phé khang khudn:

Vi khudn nhay cam véi ndng do tc ché t6i thiéu (CMI) 1pg/ ml:
Escherichia coli, Klebsiella oxytoca, Proteus vulgaris, Morganella morganii, Salmonella, Shigella,
Yersinia, Haemophilus influenzae, Moraxella catarrhalis, Neisseria, Bordetella pertussis,
Campylobacter, Vibrio, Pasteurella, Staphylococus nhay cam voi Meticillin, Mycoplasma homilis,
Legionella, P.acnes, Mobiluncus.
Vi khudn nhay cdm trung binh: khang sinh hoat tinh vita phéi in vitro, hiéu qua 1am sang t6t ¢6 thé
dugc ghi nhan néu néng do khang sinh tai 6 nhiém cao hon CMI: Mycoplasma pneumoniae.
Vi khuin dé khdng (CMI > 4mg/ml): Staphylococcus dé khdang véi Meticilline, Streptococcus
\pneumoniae, Enterococcus, Listeria monocytogenes, Nocardia, Acinetobacter baumannii, Ureaplasma
urealyticum, vi khudn ki khi ngoai trit Propionibacterium acnes, Mobiluncus, Mycobacterrium
tuberculosis
Vi khudn khéng thiong xuyén nhay cdm: Enterobacter cloacae, Citrobacter freundii, K. pneumoniae,
Proteus mirabilis, Providencia, Serratia, Pseudomonas aeruginosa.
Duoe dong hoc:
- Hdp thu: Thuéc sau khi uéng 20 phuit ¢6 thé hép thu dén 90%.
- Phdn bo" & liéu duy nhat 400 mg, sau khi uéng 1 gio 30 phit, néng do t6i da trong huyét thanh dat
duge khoang 4 pg/ml. Thoi gian ban hiy huyét thanh khoang 12 gid.
- Khuéch tén vao mé:
Thé tich phan b6 khoang 1,7 I/kg sau khi diing 1 liéu duy nhat 400 mg.
Lién két v6i protein huyét thanh khoang 30%.
- Chuyén héa sinh hoc:
Su bién dudng chii yéu & gan. Hai chit chuyén héa chinh 1a: Demethylpefloxacin (hay norfloxacin) va
Pefloxacin N-oxyd.
-Bai tiét:
+ O nhitng nguoi chite ndng gan va than binh thuong:
Thuéc duoc thai trir chl yéu dudi dang cdc chét bién dudng va nhiéu nhat qua than. Sy thai trir qua
than cha pefloxacin duéi dang khong ddi va clia hai chét bién dudng tuong duong vé6i 41,7% liéu da
dung, d6i v6i demethylpefloxacin twong duong 20% va doi véi pefloxacin N-oxyd tuong duong véi
16,2% liéu da dung.
Pefloxacin thai trir qua mat cht yéu dudi dang khong déi, dang lién hop véi acid glucuronic va dang
N-oxyd.
e nguoi suy gidm chiic ndng thdn:
Néng d6 huyét thanh va thoi gian ban hity clia pefloxacin khong thay déi déng ké, bat ké miic do suy
yéu cta than.
+0 nguoi suy giam chirc ndang gan:
O bénh nhan xo gan duge dong hoc clia pefloxacin c6 thay déi, biéu hién qua thanh thai huyét tuong

dang pefloxacin khong thay d6i thai trir trong nudc tiéu (gip 3-4 14n).

gidm nhiéu, kéo theo sy gia tang ddng ké thdi gian bdn hiy huyét twong (gdp 3-5 14n) va su gia tang
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Chi dinh: Diéu tri nhiém khudn gy ra bdi cdc chiing vi khudn nhay cam nhu:
- Nhiém tring than va tiét niéu.
- Nhiém trung sinh duc.
- Nhiém triing é bung va gan mat.
- Nhiém tring xuong khdp.
- Nhiém trung da.
- Nhiém tring mit.
- Nhiém trung huyét va noi tam mac. .
- Nhiém trung mang nio. \ \,\
- Nhiém tring h6 hp. N/
- Nhiém trung tai mili hong / —
Liéu diing va cdch ding: QoA
-0 nguoi chitc nang gan than binh thuong: "
Ubng 02 vién (800 mg)/ngdy, chia lam 2 14n (u6ng 1 vién vao budi sdng, 1 vién vao budi t6i), vio
bita an dé trdnh khé chiu dudng tiéu héa. C6 thé ding mét liéu ddu tién 800 mg dé€ dat nhanh néng do
huyét thanh hiéu nghiém.
- O ngudi suy giam chiic ning gan : & ngudi suy gan hodc ngudi gidm tudi mau gan cn diéu chinh liéu
béng cdch tang khoang cdch gitta 2 14n ding thudc:
- Ngay 2 14n néu khéng c6 vang da, cé truéng.
- Ngay 1 lan néu vang da.
- Méi 36 gid néu c6 truéng.
- Mbi 2 ngay 1 ldn néu vang da v ¢ trudng.
- Bénh nhan trén 70 tudi: 400 mg/ngdy, chia 1am hai 14n (2 14n méi 14n 1/2 vién), cich nhau 12 gio.
- Tré duéi 18 tudi: khéng khuyén cdo diing.
Chéng chi dinh:
- Mén cam véi pefloxacin va cdc chat khdc thuoc nhém quinolon.
- Tré em duéi 15 tubi.
- Thi€u Glucose-6 phosphate dehydrogenase.
- Phu nit mang thai, phu nit cho con bi.
- Tién st bénh viém gan véi mot fluoroquinolon.
Thdn trong:
- Trénh ra ndng hay ti€p xic v6i tia cyc tim it nhét 4 ngly sau khi diing thuéc vi ¢é nguy co nhay cam véi
dnh sdng. Nguy co nay s€ bién mét khi hét thoi han trén.
- Viém gan:
+ Viém gin doi khi duge nhan thdy, c6 thé gay diit gan, nhat 12 & gan Achille va & ngudi 16n tudi.
+ Viém gan c6 thé xdy ra trong 48 gid ddu diéu tri va lan ra hai bén. Sy dit gan thudng xdy ra hon &
nhitng bénh nhan dung corticoid dai ngay.
+ Dé gidi han nguy co bi viém gén, trinh ding thuéc & nhitng ngudi gia, nhitng ngudi cé tién sl viem
gan hodc dang diéu tri dai han bing corticoid hay dang luyén tip niang.
+ Khi c6 triéu chiing viém gan phai ngung di lai va hi y kién bdc si chuyén khoa.
- Sir dung vién nén bao phim pefloxacin 400mg than trong & bénh nhan c6 tién sk bi co giat hodc cé
nhitng y€u t6 thuan loi dé xdy ra con co giét.
- St dung vién nén bao phim pefloxacin 400mg than trong cho bénh nhan bi nhugc co, bi suy gan
nang.
Tuong tdc thuoc:
Cin than khi sit dung vién nén bao phim pefloxacin 400mg chung véi:
- Cdc mudi Fe (ding dudng uéng) : giam kha dung sinh hoc ciia vién nén bao phim pefloxacin 400mg,
nén uéng cic mubi Fe sau khi uéng vién nén bao phim pefloxacin 400mg t6i thiéu 2 gid.
- Céc mudi Zn (u6ng véi nong do > 30 mg/ngay) : giam su hdp thu pefloxacin qua duong tiéu héa, nén
uéng sau vién nén bao phim pefloxacin 400mg t6i thiéu 2 gid.
- Céc muéi, oxyd va hydroxyd aluminium, magnesium, va calcium : gidm su hdp thu clia quinolon qua
dudng tiéu héa. Nén uéng thude khing acid cich xa uéng vién nén bao phim pefloxacin 400mg khodng 4
gio.
- Cdc thuée khdng vitamine K : do c6 vai tuong tdc thudc gitta thuée khiang vitamine K va mot s6
fluoroquinolon, cin theo ddi dic biét khi dung phéi hop.
- Theophylline va aminophylline : ting néng do theophylline trong méu gay nguy co qua liéu (lam giam
su bién dudng theophylline). Can theo di vé 1am sang va theo doi nong do theophylline trong mau néu
can.
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St dung cho phu nit cé thai va cho con bii: Chéng chi dinh cho phu nif ¢6 thai va cho con bu.
Nguoi sit dung mdy méc tau xe: Khong nén ding
Tdc dung phu:
- Réi loan tiéu héa: buén nén, nén mira, dau da day.
- Nhay cam d6i véi dnh sdng.
- Phan ing di ing, bao gbm mé day va phi Quincke.
- Pau co va / hodc dau khép, viém gén, dit gin Achille, c6 thé x4y ra trong 48 gir ddu va trén ci hai
bén.
- Nhiic ddu, r6i loan canh gidc, mat ngu.
- Céc tdc dung phu khdc nhu : gidm ti€u cu, giam bach cdu trung tinh. Nhitng r6i loan ny s& phuc
héi khi ngung diéu tri.
Thong bdo cho bdc sy nhiing tac dung khong mong muén gdap phdi khi si dung thuéc
Quy cdch dong goi: Vi 02 vién, hop 01 vi.

Vi 10 vién, hop 01 vi. N
Han diing: 36 thang ké tir ngay sdn xudt }w\‘ '
Bdo qudn: Dé noi khé rdo, trénh 4nh sdng, nhiét d6 khong qué 30 °C. i /

Tiéu chudn dp dung: TCCS )
PE XA TAM TAY TRE EM
POC KY HUGNG DAN SUDUNG TRUGC KHI DUNG
NEU CAN BIET THEM THONG TIN XIN HOI Y KIEN BAC Si

CONG TY CO PHAN DUGC PHAM QUANG BINH
Pudng Hitu Nghi- TP Déng Héi- Quang Binh
DT: (052) 3822475- 3822346- 3820084
Fax: 052. 3820720
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