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Composition: Each film-coated tablet contains:
Roxithromycin................. 150 mg (potency)

Indications, Dosage & Administration, Contra~
indications, Precautions:

Please refer to package insert

Storage: In well-closed container, cool and dry plce,
below 30°C, protecting from light

Packing: 10 tabs/blister, 10 blisters/box

KEEP OUT OF REACH OF CHILDREN
READ PACKAGE INSERT CAREFULLY BEFORE US
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Broad spectrum macrolice antibiotic
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(Roxithromycin)

DAEWOO PHAR : CO, LTD
578, Shinpyung-Deng, Pt’sanACw. Korea
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Thanh phén: Méi vién bao phim chira

Roxithromycin.........oin 150 mg (hoat lwc)
Chi dinh, lidu ding, cach diing, chéng chi dina,
than tmng Xin doc trong tér hweng dén st dl,mg-
Bao quan: Trong hop kin, nai khd mat, duwdi 30 0'

tranh anh sang
SBK

Béng gbi: 10 vién/vi, 10 vihép 36 16 SX
Ngay SX : dd/mmiyy
BE XA TAM TAY TRE EM HD : dd/mmiyy
BOC KY HYONG DAN SU DUNG TRUGOC KHI DUN DNNK
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Chi ding thubc nay theo sw ké don cta thay thubc.
Néu can thém thong tin, xin hoi y kién thay thuée.
Doc ky hudng dén st dung trude khi ding.

PHILHYROLID Tab.

THANH PHAN
Mdi vién bao phim chira:
Roxithromycin.............................. 150 mg (hoat Iwc)
T4 duoc: Cellulose vi tinh thé, Magnesi stearat, Hypromellose 2910, Castor oil,
Simeth'icon, Titanium oxyd.
DUOC LY
Dwore Iwe hoc: .
Roxithromycin la mot khéng sinh ban tdng hop thudée nhém macrolid. Roxithromyein ¢ phd
khang khuan in vitro réng:
—Streptococcus agalactiae =Streptococcus pneumoniae (Pneumococcus)
—Neisseria meningitides (Meningococcus) —Listeria monocytogenes
—-Mycoplasma pneumoniae —Chlamydia trachomatis
—Ureaplasma urealyticum -Legionella pneumophila
—Helicobacter (Campylobacter) —Gardnerellta vaginalis

—-Bordelella pertussis _—Moraxella catarrhalis (Branhamella Catarrhalis)
—Haemophilus ducreyi

Céac vi khuén sau c6 tinh nhay cam in vitro thay doi:

— Streptococci huyét gidi beta nhém A (Streptococcus pyogenes)

— Staphylococcus aureus {loai MSSA) —-Haemophilus influenzae

— Staphylococcus epidermidis

Co ché tac duna; Roxithromycin e ché sinh téng hop protein do lién két khéng thuan nghich
trén tiéu thé ribosom 508, ngan chan sy peptid hoa.

Tac déng ndi bao: Roxithromycin ¢d néng d$ cao trong bach cau da nhan va dai thuc bao,
dat ndng d5 trong té bao cao hon ngoai té bao. Roxithromycin lam ting chirc nang héa ¢ng
ddng va bam dinh & cac té bao nay, khi ¢6 nhiém khuan sé tao su thic baoc va phan hiy vi
khuan. Roxithromycin cling c6 hoat dong diét khudn néi bao.

Duwec déng hoc:

Hép thu: Roxithromycin dwoc hap thu nhanh. Pat néng d6 dinh trong huyét thanh 2,2 gi& sau
khi udng 150 mg l0c déi. Udng thude trede khi &n 15 phit khdng anh hwdng dén dwoc dong
hoc & ngwdi binh throng.

Phan bé va thai trir: Sau khi udng 1 vién & ngudi binh thwéng, cac thong sé duec ddng hoc
la:

- ndng dd t4i da trung binh: 6,6 mg/L

- ndng dd trung binh (12 gi¢ sau khi udng): 1,8 mgiL

- theri gian ban thai trung binh: 10,5 gi&

Sau khi dung lap lai & ngwdi binh thwang (150 mg mdi 12 giéy), dat trang thai én dinh trong
huyét tong vao gitra ngay thiy hai va ngay thiv t. Nong dd & trang thai dn dinh (a:

- ndng dé t6i da: 8,3 mg/L

- ndng d4 tdi thidu: 3,6 mg/L

Théi gian ban hiy cla roxithromycin kéo dai & ngudi cao tudi (27 gid), & cac bénh nhan suy
gan (25 gi®) va & cac hénh nhéan suy than (18 gid).

Phan bb trong mé: Dat dwoc cac ndng d6 sau: & phdi (5,6 to 3,7 microgram/g) va tuyén tién
ligt (2.8 to 2,4 microgram/g). Céc ndng dd trong mé nay dwoc quan sat & 6 gidy va 12 gid sau
khi diing cac liéu lap lai 150 mg Roxithromycin. O amidan, cdc ndng d6 dat duoc la 2,8
microgram/g, 4,7 microgram/g va 1,3 microgram/g vao 4,8 va 12 gi¢r sau khi diing céc liéu
l&p lai 150 mg roxithromycin.

Gén két v&i protein huyét tuong: 96%: Roxithromycin gan két chi yéu vdi alpha, -acid
glycoprotein. Gan két nay bao hoa va giam xudng khi ndng dé Roxithromycin trén 5 mgiL.
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Chuyén héa: Roxithromycin chi dwee chuyén héa mét phan, hon phan niva duoc bai tiét &

dang khéng dbi. Ba chéat chuyén hoa duoc tim thay trong nwdce tidu va phan: phan Ién chét

chuyén hoéa la descladinose roxithromycin, véi N-mono va N-di-demethyl roxithromycin la

cac chét chuyén héa co lugng it. T & twong rng cda roxithromycin va ba chét chuyén hoa

nay l& twong duwong & nwdc tieu va phan,

Bai tiét: Duoc bai tiét chll yéu vao phan: 72 gio sau khi ubng roxithromycin dwoc danh dau

déng vi phong xa '*C, hoat tinh phéng xa & nwéc tiéu chi khodng 12% cla tdng lvong chét

phéng xa duwec bai tiét (nwoc tiéu va phan),

CHI BINH

Roxithromycin dwee chi dinh dung diéu tri nhiém khuan nhe va trung binh & tai, mii, hang,

dwéng hd hap, da va cau tric da, dwirng tiét nigu sinh duc gay bdi cac ching vi khuan nhay

cam sau:

- Viém hong, viém amidan, viéem xoang, viém tai gita do Streptococci huyét giai beta
nhom A va Sireptococcus pneumoniae.

- Viém phdi va viém phé quan cép tinh do Streptococcus pneumoniae. Viém phdi khong
dién hinh do Mycoplasma pneumoniae.

- Bénh ml da va viém quang do Staphylococcus aureus (Joai MSSA) va Streptococc
huyét gii beta nhém A,

- Viém niéu dao khéng do lau cdu & nam, do Chlamydia trachomatis va Ureaplasma
urealyticum.

LIEU DUNG VA CACH DUNG

Mot vign (150 mg) udng mbi 12 gi¢ trrée khi &n.

Piéu tri nhidm khuan do Streptococei huyét giai beta, can duy tri lidu diéu tri téi thiéu 10
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CHONG CHI BINH

Biroc biét dj trng v&i khang sinh macrolid.

Chéng chi dinh dung roxithromycin déng thei véi dan xuét tir ndm cwa ga gay co mach do da

¢t trieu chiyng ngd doc nam cua ga & cac khang sinh macrolid khac.

THAN TRONG

Nén theo dbi can than & cac bénh nhan suy gan nang (nhw la& xo gan vang da va/hoac cd

treéng) va liéu dung khuyén céo 150 mg x 2 l&n/ngay nén giam con phan ndra & 150

mg/ngay.

Méac dau d6 thanh thai qua than clia roxithromycin thuéng thap, cling cé thé xay ra tich Ity &

bénh nhan suy than.

Bénh nhan cao tudi (>65 tudi), thdi gian ban hiy kéo dai,

S DUNG O PHU N(* CO THAI VA CHO CON BU

Tinh an toan & phu nit ¢ thai va cho con bt chua dugc thiét 1ap.

TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

C6 thé bi chong mat va nhire dau. Nén than trong khi lai xe hodc van hanh may moc.

TAC DUNG KHONG MONG MUON

- Triéu chirng dwéng tiéu hoa: budn nén, nén mdea, dau da day, tiéu chay.

- Quan sat thay cé triéu chirng viém tuy.

- Phan ng man cdm: ndi man dd, ndi may day, phu mach, ban xuat huyét, co that phé
quan, soc phan vé,

- Chéng mat, nhire dau, dj cam.

- Tang ASAT, ALAT va/hodc phosphatase kiém. Viém gan cap hodc & mat. Réi loan v
giac va/hodc khiru gidc da dwoc bao cao.

- Boi nhigm: st dung roxithromycin cé thé g
nhay cdm. Can thiét danh gia tai tinh trang cl
tri, nén co bién phap thich hep.

Théng bédo cho thady thubc nhivng tic dung khéng mong muodn cdé lién hé dén sy siv

dung thube,

TUONG TAC THUOC

- Chéna chi dinh ding ddng thoi:

Alkaloid ndm cira ga gay co mach,
- Khuvén cdo khdna str dung dbng thoi
= Terfenadin va astemizol:

ay tang trwedng cac chidng vi kh_uén khdng
a bénh nhan. Néu xay ra boi nhiém khi diéu
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Mét sé khang sinh macrolid twong tac véi terfenadin va astemizol 1am tang ndng d6 huyét
thanh clia cac thudc nay. C6 thé dan dén loan nhip that, xoan dinh tim dién hinh.

« Cisaprid, pimozid:

Céc thube khac nhuw 14 cisaprid hodc pimozid dwoc chuyén héa qua enzym gan CYP3A
lam kéo dai doan QT va/hodc loan nhip tim (xodn dinh tim dién hinh) do tang ndng dé huyét
thanh tir sy twong tac véi cac chét (rc ché enzym quan trong, bao gdm vai khang sinh
macrolid.

- Thén trong khi st dung:

= Khéng c6 cac twong tac quan trong trén lam sang voéi warfarin trong cac nghién ctru trén
nguwdi tinh nguyén khde manh:; tuy nhién da c6 bao céao tang thoi gian prothrombin hodc ty
I& INR (International Normalised Ratio) & cac bénh nhan diéu tri bang roxithromycin va cac
chét khang chi van vitamin K. Can kiém soat ty 18 INR khi diéu tri phéi hop roxithromycin
va cac chat khang chu van vitamin K.

+ M6t nghién ctru in-vitro cho thay roxithromycin cé thé thay thé disopyramid gén két protein;
tac dung in vivo c6 thé lam téng ndng dd huyét thanh cla disopyramid tw do. Nén kiém
soat dién tam d6 va néu co thé thi kiém soat nong d6 huyét thanh cla disopyramid.

«+ Digoxin va cac glycosid tim khac:

Roxithromycin c6 thé 1am tang sw hap thu digoxin, gay ngd déc glycosid tim. Nén kiém soét
dién tam do va ndng do huyét thanh clia digoxin hodc céc glycosid tim khac.

« Roxithromycin c6 thé lam téng ving dwéi dudng cong ndng dé va thoi gian ban hay cla
midazolam; vi thé tac dung cua midazolam téng Ién va kéo dai & cac bénh nhan didu tri
bang roxulhromycm

+ Nén than trong & céc bénh nhan diéu tri déng théi véi theophyllin vi cé the tang néng do

theophyllin Huy&t thanh, c6 thé d&n aén ngg aoc theophyllin.
QUA LIEU VA BIEU TRI
Trwdng hop qua lidu, rira da day cé thé loai thubc con du trong da day. Nén diéu trj triéu
chivng khi can. Khong co thubc gidi doc dac hiéu.
BAO QUAN
Bao quan trong hop kin, noi khé mat, dwéi 30°C, tranh anh sang.
Dé ngoai tadm tay tré em.

HAN DUNG
36 thang ké tir ngay san xuét.
DONG GOI
Hép 100 vién (10 vi x 10 vién).

Nha san xuét:
DAEWOO PHARM. CO,, LTD.
579, Shinpyung-Dong, Pusan-City, Han Quéc

PHO CUC TRUONG
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