Rx Thuéc ké don

REXAMINE Susp

(Roxithromycin 50 mg/5 ml)

le ddn sirdung trude khi diing
s/ xa tém tay tré em
Thude mchf ding theo dom thudc
ky truée khi ding

THANH PHAN

Méi 5 ml hén dich hoan nguyén ¢é chia:

Hoat chat: Roxithromycin 50 mg

Ta dugc: Saccharose, sucralose, ethylcellulose, lactose, aerosil, bét huong hoa qua.

DANG BAO CHE

B4t pha hdn dich udn ,

Bt kho toi, khéng bi am, von, mau sdc déng nhat. Sau khi hoan nguyén véi nudc tao thanh hén dich c6
vi ngot, mui thom, déng nhét sau khi lac.

QUY CACH PONG GOI
Chai 30 ml, S0 ml.

DAC TINH DUGC DONG HOC

Sau khi udng, thudc hap thu véi sinh kha dung khoang 50%. Néng d6 dinh trong huyét tuong khodng
6-8 mcag/ml dat dugc khodng 2 gidr sau khi uéng mot liéu dan 150 mg. Hap thu thudc bj gidm khi uéng
sau bda an.

Roxithromycin phan bd rong rai vao cac mé va dich cua co thé, dat dugc néng d6 cao trong bach cdu
nhung khéng qua dugc hang raoc mau nao. Mét lugng nhé thudc dugce thai tri vao trong sita. Thudc lién
két vai protein huyét tuong khodng 96%, chli yéu véi alphal- acid glycoprotein & ndng d6 t6i thiéu
trong huyét tuong, nhung chi khodng 87% & néng d¢ t6i da thong thudng.

Mét luong nhé roxithromycin chuyén héa tai gan, phdn 16n liéu dung dugc thai trir qua phan & dang
cdn nguyén hoat tinh va chét chuyén héa, 7-10% thai trir qua than va khodng 15% thai trir qua dudng
hé hap. Nita doi thai trir khodng 8-13 gig, kéo dai hon & bénh nhan suy gan hoic than hoic & tré em.
Thudc khdng bi thai trir bdi tham tach mau qua loc mang bung.

DACTINH DUGC LUC HOC

Nhom duogc ly: Nhém khang sinh Macrolid

Ma ATC: JOTFA06

Roxithromycin 1a khang sinh nhém macrolid. Tuong ty nhu erythromycin va cac macrolid khac,
roxithromycin gan thudn nghich véi ti€éu don vi 50S ctia ribosom vi khudn nhay cam, tc ché téng hop
protein va nhd d6 Uc ché su phat trién ctia té bao vi khudn. Tac dung ctia cac macrolid chi yéu |3 kim
ham su phét trién clia vi khuadn nhung c6 thé diét khudn & néng dé cao déi véi cac chling rat nhay cam.
Téc dung ctia chuing tang Ién & pH kiém nhe (khodng 8,5), dac biét véi cac vi khudn Gram am.

Gigi han néng d6 d€ phan loai tinh nhay cdm ctia vi khudn déi véi roxithromycin: Nhay (S) < 1 mg/l va
khang (R) > 4 mg/l. Can hét suc luu y vi hién nay khang sinh macrolid bj khang rét nhiéu.

Cac vi khuan nhay cam:

Gram duong hiéu khi: Bacillus cereus, Corynebacterium diphteriae, cu khudn dudng rudt,

Rhodococcus equi, Staphylococcus nhay cdm methicilin, Streptococcus nhém B hodc khéng phan nhém,
Streptococcus pyogenes, Streptococcus pneumoniae.

Gram am hiéu khi: Bordetella pertussis, Branhamella catarrhalis, Campylobacter, Legionella, Moxarella.

Vi khudn ky khi: Actinomyces, Bacteroides, Eubacterium, Mobiluncus, Peptostreptococcus, Porphyromonas,
Prevotella, Propionibacterium acnes.

Vi khudn khac Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma pneumoniae,
Treponema pallidium.

Vi khudn nhay trung binh:

Gram am hiéu khi: Haemophilus, Neisseria gonorhoeae

Ky khi: Clostridium perfringens

Vi khuan khac: Ureaplasma urealyticum.

Vi khuan khang thudéc:

Gram duong hiéu khi: Corynebacterium jeikeium, Nocardia asteroides.

Gram am hiéu khi: Acinetobacter, Enterobacterm, Pseudomonas.

Vi khuan ky khi: fusobacterium.

Vi khudn khac: Mycoplasma hominis

CHIi DINH

- Roxithromycin dugc chi dinh dé diéu tri cac trudng hop nhiém khuén do vi khudn nhay cam. Tuong tu
erythromycin, roxithromycin duoc sif dung cho cac trudng hgp sau: Viém ruét nang do Campylobacter,
ha cam, bach hau, cdc bénh do Legionella, viém két mac & tré s sinh, ho g3, nhiém khusn dudng hd hip
bao gém viém phé quan, viém phéi (do Mycoplasma, viém phdi khong dién hinh, do Streptococcus),
viém xoang. Dung phéi hop neomycin dé du phong phau thuat dudng rudt, phéi hap véi cac thude khic
trong phac dé diéu tri bénh than theo dudng hé hip hoic tiéu héa. Ngan ngifa bach hiu & ngudi bénh
khong dugc chiing nglia va ho ga & ngudi bénh khong dugc hodc dugc chiing ngifta mét phan.

- Ding thay thé khi di ing penicilin trong cac trudng hgp sau: Bénh do Actinomyces, Leptospira, Listeria,
nhiém khudn miéng, viém tai gilfa (thudng phéi hop véi mét sulfonamid nhu sulfafurazol), viem chau
héng do Neisseria gonorrhoeae, viém hong va nhiém khudn da do Staphylococcus hoic Streptococcus.
Diéu tri ngan nglfa nhiém khuan do lién cadu nhém A trong thdi ky chu sinh, thip khép cip va nhiém
khudn & bénh nhan bi cit lach. Dung thay thé cho tetracyclin cho bénh nhan di ng penicilin bi bénh
Lyme giai doan sém la phu nf mang thai va tré nhd, ngudi bénh bi bénh t3, nhiém Chlamydia hoac
Chlamydophila.

- Néu nghi ng& c6 viém dudng hé hdp cdp tinh do virus (SARS), macrolid dugc chi dinh khéng phu thudc
vao muc d6 nghiém trong ctia bénh.

- Nhiém tring da nhe: Chéc 14, viém da, ecnema, viém mé té bao

- Nhiém tring dudng sinh duc khéng do l3u ciu.

LIEU LUONG VA CACH DUNG

Liéu lugng

Ngudi lon:

Dung 150 mg, udng 2 lan/ ngay. Khéng ding qua 10 ngay.

Tré em:

Li€u lugng la 5-8 mg / kg / ngay chia 2 1an uéng (liéu trung binh trong cac thir nghiém Iam sang nhila 6
mg / kg / ngay).

Hodéc theo can nang cua tré:

-Tré em 6 dén 11 kg: 25 mg/lan tuang duong 2,5 ml/ 1&n, ngay 2 I4n.

» Tré em 12-23 kg: 50 mg/ lan tuong duong 5 ml/ 13n, ngay 2 13n.

- Tré em 24-40 kg: 100 mg/ lén tuong duong 10 ml/ 1dn, ngay 2 I4n.

Viéc diéu tri sé khong dugc kéo dai qué 10 ngay

Baéi vdi viém hong, ding trong 10 ngay.

Hiéu chinh liéu trén bénh nhén suy gan. Khéng cdn thay d8i liéu trén bénh nhan suy than.

Cdch ding

- Roxithromycin nén dugc udng truéc khi an.

- Théi gian diéu tri khéng qué 10 ngay. Vi diéu tri viém hong, can diéu trj trong 10 ngay

- Thém dan nuéc va lac nhe dén khi bot phan tén déu vira dd dén vach, bdo quan & nhiét do thudng sau
hoan nguyén.

CHONG CHI PINH

Qua man vdi bét ky thanh phan khac cia thubc, véi cic khang sinh thudc nhém macrolid.

Strdung cling vdi cac alkaloid cda ergot co mach: Dihydroergotamin, ergotamin, colchicin, cisaprid.
Phu nir cho con ba dang st dung vdi cisaprid.

THAN TRONG

Ché phdm c6 dubng saccharose, than trong véi bénh nhan kém dung nap dudng, kém dung nap
lactulose.

Than trong trén nhing bénh nhén déi thio duding

Trong suy gan nang, s dung roxithromycin c4n than trong, theo dbi va gidm sat chic nang gan thudng
xuyén.

Trong diéu kién nhét dinh, roxithromycin c6 thé gdy kéo dai khoang QT, do dé than trong trén cac bénh
nhan c6 kéo dai khoang QT bam sinh, ha kali mau, nhip tim cham déng ké trén 1am sang.

Lam néng thém tinh trang nhugc cg, cin theo dbi giam sat néu sir dung thubc kéo dai.

Néu c6 diéu tri thubc kéo dai trén 2 tuln, khuyén cao theo dai chic nang gan, than, t& bao mau. Tiéu
chay do Clostridium difficile c6 thé dao déng tif nhe dén tiéu chay do viém dal trang mang gia de doa
tinh mang. Nguyén nhan do st dung khang sinh lam thay déi hé vi khudn tao diéu kién cho Clostridium
difficile phét trién.

TAC DUNG KHONG MONG MUON

Nhing thuat ngl sau day dugc dung dé phén loai cdc phan (ng bat Igi dua trén tan sust:

Rat thuéng gap: 21/10;

Thuong gap: 21/100 va < 1/10;

[t gap: 21/1000 va < 1/100;

Hiém gap: >1/10000 va<1/1000;

Rat hiém gap: <1/10000;

Khéng dl bang chiing dé két luan




Rat thudng Thudng gap ft gap Khéng du bang chiing
gap dé phan loai
Nhiém trang Boi nhiém
Clostridium difficile
Mau va mé Bach cdu Giam tiéu cdu, giam
bach huyét ua eosin bach cdu, mat bach
cdu hat
R6i loan hé Phan Ung qua min
mién dich nhu ndi mé day, phu
mach, co thit phé
quan, phan (ng phan
vé, s6¢ phan vé
R&i loan tam Ao giéc, la 1an
than
Hé than kinh Chéng mat, Di cam, gidm khudu
nhicdiu giac
R&i loan tiéu Buén  nén, Tiéu chdy ra mau,
héa noén, dau da viém tuy
day
R&i gan gan Vang da, viém gan
mat mat
Da va mé dudi Phat ban Phan (ng |HOi ching Stevens
da béng nuéc |Johnson, hdi ching
toan than hoai ti bi, ban huyét,
phlu mach
Gan Tang AST, ALT
RGi loan tai, Giam thinh luc,
tién dinh chéng mat
Ré&i loan tim Khodng QT, loan
nhip that, rung that,
ngung tim.

Théng bdo ngay cho bdc sy hodc du'ac sy khi gdp phdi cdc tdc dung khéng mong muén cia thuéc.

TUONG TAC THUOC

Roxithromycin la mét chat uc ché yéu CYP3A4

* Chéng chi dinh khi két hop véi:

- Colchicin: Iam tang tac dung cua colchicin, cé thé dan dén tr vong

- Cisaprid: tang nguy cd loan nhip that, bao gém xodn dinh

- Ergotamin, dihydroergotamin: ting tac dung phu cla cac thuéc nay

* Khong khuyén cao khi két hop:

- Alkaloid ciia ergot dopamin (bromocriptin, cabergolin): gdy co mach nghiém trong

*Théan trong khi két hop

- Than trong khi két hgp véi cac thudc téc dong lén nhip tim

- Thudc ting nguy co gay xodn dinh: Amiodaron, amisulprid, arsenious, bepridil, chlorpromazin,
cisaprid, citalopram, cyamemazin, diphemanil, disopyramid, dofetilid, dolasetron, domperidon,
dronedaron, droperidol, erythromycin, escitalopram, flupentixol, fluphenazin, halofantrin, haloperidol,
hydroquinidin, ibutilid, levofloxacin, methotrimeprazin, lumefantrin, mequitazin, methadon,
mizolastin, moxifloxacin, pentamidin, pimozid, pipamperon, pipotiazin, prucaloprid, quinidin, sertindol,
sotalol, spiramycin, sulpirid, sultoprid, tiapride, toremifen, vandetanib, vincamin, zuclopenthixol. Can
theo dbi chit ché dién tam d6 néu c6 str dung két hop vdi cac thudc nay.

« Thudc lam cham nhip tim: Tang nguy co loan nhip that, cdn gidm sat Iam sang va theo déi dién tam dé
« Thuéc khang vitamin K (acenocoumarol, fluindion, phenindione, warfarin): Tang tac dung cta vitamin
K va ting nguy co chdy mau can theo doi thudng xuyén hon RN, diéu chinh liéu khi can thiét.

- Atorvastatin, simvastatin: Tang nguy co tac dung phu, gay tiéu co van, cén st dung liéu thap véi cac
thudc giam cholesterol.

- Cyclosporin: Nguy co ting néng d6 trong méu cula cyclosporin va creatinin. Xac dinh néng d6 trong
méu ca cyclosporin, kiém soat chic nang than va diéu chinh liéu khi két hgp va sau khi ngifng stf dung
macrolid.

- Digoxin va glycosid tim khéc: Ting néng dd digoxin trong bang céch tang su hap thu digioxin. Can
theo déi chit ché biéu hién 1am sang va dién tdm d6 ECG. Chu y dén cac triéu chiing do ngé doc digoxin:
budn nén, ndn ma, tiéu chdy, dau ddu, chéng mat, réi loan dan truyén tim.

* Cac thubc nén duoc theo doi:

- Midazolam: Tang tac dung an than nhe

- Theophyllin: Nguy co tang néng d6 theophyllin, dac biét 1a & tré em.

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

Thudc chi yéu si dung cho tré em

Thoi ky mang thai

Khéng nén st dung thudc du phong trong qua trinh mang thai. Nghién ciu trén dong vat thi khéng c6
béng chiing gay di tat thai nhi.
Théi ky cho con ba
Thuéc vao dugc trong sita me, véi néng d6 cao hon néng dé trong huyét tuong. Tuy nhién ham lugng
thubc dugc hap thu tai rudt thdp hon nhiéu so vdi liéu lugng cho tré. Nguy cd chinh hay xay ra |a tiéu
diét vi khudn dudng rubt cla tré. Do d6 van c6 thé cho tré bu, néu tré c6 cac réi loan tiéu héa (Candida

dudng rudt, tiéu chay) cdn nging cho tré ba.
Néu c6 ting cisaprid & tré so sinh hay tré dang b sita me, can chéng chi dinh s&f dung macrolid & ngudi

me, dé ngan chan nguy co gay xoén dinh & tré.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thubc c6 thé gay chéng mat khi st dung, cdn than trong khi sir dung thuéc cho ngui lién quan dén lai
xe va van hanh may moc.

QUA LIEU VA CACH XU TRI.
Can dua dén co sé cap clu dé ria da day va diéu tri trigu chiing, khéng c6 thudc giai ddc dac hiu.

BAO QUAN
Nai khé rao, tranh anh séang, nhiét do dudi 30°C,

HAN DUNG
24 théang ké tir ngay san xuét.

TIEU CHUAN CHAT LUONG: TCCS
TEN, DIA CHI COA €O SO SAN XUAT THUGC:

CONG TY CP DUQC VAT TU Y TE HA NAM
Cum céng nghiép Hoang Dong, Duy Tién, Ha Nam




