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MAU NHAN THUOC DANG KY

Thanh phan: Sau khi hoan
nguyén, moi Sml chia:

Roxithromycin...
Ta dugc:

Chi dinh, chéng chi dinh,
cach diing, liéu diing va cac
théng tin khac: Xem tg
hudng dan strdung thudc.

Tiéu chuan: TCCS.
SBK/ Reg No:

Bao quan: Nai kho rao, tranh
anh séng, nhiét do duai 30°C,

BE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

LAC KY TRUGIC KHI DUNG _

50ml

REXAMINES:

56 16 SX/ Lot No:
NSX/ Mfg. date:
HD/ Exp. date:

San xuat tai:
Cty CP Dugc VTYT Ha Nam
Cum CN Hoang Béng,

Duy Tién, Ha Nam

BOT PHA HON DICH UONG

Thanh phan: Sau khi hoan nguyén
Méi 5ml chifa:
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RoXithromycin............oommsnnen.. 50Mg
Té dugc: vd 5ml

Indications, contraindications, dosage,
administration and other information:
See the leaflet enclosed.

Specification: In-House.

Storage: Keep in a dry place, protected
from light, temperature below 30°C.
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE
SHAKE WELL BEFORE USE

56 16 SX/ Lot No:

NSX/ Mfg. date:

HD/ Exp. date:

Manufactured by:

Ha Nam Medicines J5C
Hoang Dong Industrial Zone,
Duy Tien, Ha Nam

HAMEDI

GRANULES FOR ORA

suspension contains:
Roxithromycin.....
Excipients......

hudng dén sir dung thudc.

nhiét 6 dudi 30°C.
Tiéu chudn: TCCS.
SDK/ Reg. No:

DE XATAMTAY TRE EM

LAC K¥ TRUGIC KHI DUNG

San xudt tai:
Cty CP Dugc VTYT Ha Nam

Ha Nam

Composition: Each 5 ml of reconstituted

Chi dinh, chéng chl dinh, cach ding,
liéu dung va céc théng tin khac: Xem ta

Bao quan: Nai kha réo, tranh anh séng,

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Cum CN Hoang Bang, Duy Tién,

HAMEDI

HAMEDI
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Thanh phan: Sau khi hoan
nguyén, moi 5ml chifa:

Roxithromycin
Ta dug

...50mg
vd 5ml

Chi dinh, chéng chi dinh,
cich ding, liéu dung va cac
théng tin khac: Xem t&
huéng dan st dung thudc.

CPDUQC,
VATTUYTE |,
HANAM /&

Tiéu chudn: TCCS.

SPK/ Reg No:

Bao quan: Noi kho ro, tranh
anh sang, nhiét dé dudi 300C.

mmxx>g_2mmsu

GRANULES FOR ORAL SUSPENSION

Indications, contraindications, dosage,
administration and other information:
See the leaflet enclosed.

Specification: In-House.

Storage: Keep in a dry place, protected
from light, temperature below 30°C,
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE
SHAKE WELL BEFORE USE

5616 SX/ Lot Nox

NSX/ Mfg. date:

HD/ Exp. date:

Manufactured by:

Ha Nam Medicines JSC
Hoang Dong Industrial Zone,
Duy Tien, Ha Nam

- v g .

MAU NHAN THUOC PANG KY

DE XA TAM TAY TRE EM

TRUGC KHI DUNG

58 I6 SX/ Lot No:
NSX/ Mfg. date:
HD/ Exp. date:

San xuat tai:

Duy Tién, Ha Nam

DOC KY HUONG DAN 5U DUNG

LAC KY TRUGC KHIDUNG

Cty CP Dugc VTYT Ha Nam
Cum CN Hoang Péng,

=

30ml

HAMEDI

( 30ml

Thanh phan: Sau khi hoan nguyén

Mai 5ml chifa: 1
Roxithromycin.
Ta dugc........

BOT PHA HON DICH UONG

Chi dinh, chéng chi dinh, cach ding,
liéu diing va cac théng tin khac: Xem tar
hudng dan sir dung thudc.

Bao quan: Noi kha rao, tranh dnh sang,
nhiét dé dudi 30°C.

Tiéu chudn: TCCS.

SDK/ Reg. No:

BE XA TAMTAY TRE EM
POC KY HUONG DAN 50 DUNG TRUGC kHI DUNG

LAC KY TRUGC KHI DUNG

San xuat tai:

Cty CP Dugc VTYT Ha Nam

Cum CN Hoang Déng, Duy Tién,
Ha Nam

HAMEDI

( 30ml

Composition: Each 5 ml of reconstituted
suspension contains:
Roxithromycin.
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REXAMINE Susp

(Roxithromycin 50 mg/5 ml)

Doc ki hiwong déin sie dung trieée khi ding
Dé xa tam tay tré em

Thubc nay chi ding theo don thubc
Lic ky trwée khi ding

THANH PHAN

Mai 5 ml hén dich hoan nguyén c¢6 chira:

Hoat chdt: Roxithromycin 50 mg

T4 diroc: saccharose, sucralose, ethylcellulose, lactose, aerosil, bdt huong hoa qua.

DANG BAO CHE

Bot pha hdn dich udng

Bot khd toi, khong bi am, von, mau sic dong nhat. Sau khi hoan nguyén véi nude tao thanh hdn
dich ¢6 vi ngot, mui thom, dong nhat sau khi lic.

QUY CACH PONG GOI

Chai 30 ml, 50 ml.

PAC TINH DUQC PONG HOC

Sau khi ubng, thudc hdp thu véi sinh kha dung khoang 50%. Ning do dinh trong huyét tuong
khoang 6-8 mcg/ml dat dugc khoang 2 gior sau khi udng mét lidu don 150 mg. Hap thu thudc bi
giam khi udng sau bira n.

Roxithromycin phan b rong rdi vao cac md va dich cta co thé, dat duge ndng do cao trong bach
cau nhung khong qua dugc hang rao mau ndo. Mot lugng nho thuce dugce thai trir vao trong sira.
Thudc lién két véi protein huyét tuong khoang 96%, chu yéu véi alphal- acid glycoprotein ¢
ndng d¢ téi thiéu trong huyét trong, nhung chi khoang 87% & ndng do t6i da thong thuong.

M@t lugng nho roxithromycin chuyén héa tai gan, phan Ién lidu dung duge thai trir qua phéan &
dang con nguyén hoat tinh va chat chuyén héa, 7-10% thai trir qua thén va khoang 15% thai trir
qua dudng ho hap. Nira doi thai trir khoang 8-13 gio, kéo dai hon & bénh nhan suy gan hogc than
hodic & tré em. Thude khong bi thai trir bai tham tach mau qua loc mang bung.

PAC TINH DUQC LUC HQC

Nhém duge ly: Nhom khang sinh Macrolid

Mi ATC: JOIFA06
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Roxithromycin 1a khang sinh nhom macrolid. Tuong tu nhu erythromycin va cac macrolid khac,
roxithromycin gin thuin nghich véi tiéu don vi 508 ciia ribosom vi khuan nhay cam, tGrc ché tong
hop protein va nho d6 re ché su phat trién ctia té bao vi khuan. Tac dung cua cic maclorid chu
yéu 1a kim ham sy phat trién cta vi khuan nhung c6 thé diét khudn & ndng do cao déi véi cac
chiing rat nhay cam. Tac dung cia chung tang 1én & pH kiém nhe (khoang 8,5), dic biét vai cac
vi khuan Gram am.

Gidi han nong do dé phan loai tinh nhay cam cua vi khudn dbi véi roxithromycin: Nhay (S) < 1
mg/l va khang (R) > 4 mg/l. Can hét sirc luu ¥ vi hién nay khang sinh macrolid bi khang rat
nhiéu.

Céc vi khuan nhay cam:

Gram duong hiéu khi: Bacillus cereus, Corynebacterium diphteriae, cdu khudn diong ruél,
Rhodococcus equi, Staphylococcus nhay cam methicilin, Streptococcus nhém B hodc khong
phan nhom, Streptococcus pyogenes, Streptococcus pneumoniae.

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

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

Vi khuan khéc: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma
pneumoniae, Treponema pallidium.

Vi khuén nhay trung binh:

Gram am hiéu khi: Haemophilus, Neisseria gonorhoeae

Ky khi: Clostridium perfringens

Vi khuén khac: Ureaplasma urealyticum.

Vi khuan khang thube:

Gram duong hiéu khi: Corynebacterium jeikeium, Nocardia asteroides.

Gram am hiéu khi: Acinetobacter, Enterobacterm, Pseudomonas.

Vi khuan ky khi: fusobacterium.

Vi khuan khic: Mycoplasma hominis

CHI PINH

- Roxithromycin duge chi dinh dé diu tri céc trudng hop nhiém khuan do vi khuan nhay cam.
Twong tu erythromycin, roxithromycin dugc sir dung cho cac truong hop sau: Viém rudt nang do

Campylobacter, ha cam, bach hau, cic bénh do Legionella, viém két mac & tré so sinh, ho ga,
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nhiém khuén duc‘rﬁg ho hip bao gdbm viém phé quan, viém phéi (do Mycoplasma, viém phdi
khong dién hinh, do Streprococcus), viém xoang. Ding phéi hop neomycin dé du phong phiu
thudt dudng rudt, phdi hop véi cic thude khac trong phic do dicu iri bénh than theo dudng ho
hip hoc tiéu hoa. Ngan ngira bach hau & nguoi bénh khong dugce ching ngira va ho ga & nguoi
bénh khong dugc hodc duoc ching ngira mot phan.
- Dung thay thé khi di tng penicilin trong cac truong hop sau: Bénh do Actinomyces,
Leplospira, Listeria, nhiém khuan miéng, viém tai giita (thuong phdi hop véi mot sulfonamid
nhu sulfafurazol), viém chau héng do Neisseria gonorrhoeae, viém hong va nhiém khuan da do
Staphylococcus hodc Streptococcus. Diéu tri ngan ngira nhiém khuin do lién cdu nhém A trong
thoi ky chu sinh, thap khép cap va nhiém khuén & bénh nhan bi cit lach. Dung thay thé cho
tetracyclin cho bénh nhén di (g penicilin bi bénh Lyme giai doan sém 1a phu nir mang thai va
tré nho, ngudi bénh bi bénh ta, nhiém Chlamydia hodc Chlamydophiic.
- Néu nghi ngo ¢6 viém dudng hd hip cdp tinh do virus (SARS), macrolid dugc chi dinh
khong phu thudc vao mirc dd nghiém trong cia bénh.
- Nhiém tring da nhe: chic 16, viém da, ecnema, viém mé té bao
- Nhiém tring dudng sinh duc khong do 1au cau.
LIEU LUQONG VA CACH DUNG
Liéu luong
Nguwoi lon:
Dung 150 mg, udng 2 lan/ ngay. Khong dung qua 10 ngay.
Tré em:
Liéu lugng 12 5-8 mg / kg / ngay chia 2 lan ubng (lidu trung binh trong céc thir nghiém lam sang
nhi la 6 mg / kg / ngay).
Hodc theo cén néng cua tré:
« Tré em 6 dén 11 kg: 25 mg/lan tuong duong Y g6i/ 1an, ngay 2 lan.
« Tré em 12-23 kg: 50 mg/ 1an twong duong 1 goi/ 1an, ngay 2 lan.
* Tré em 24-40 kg:. 100 mg/ 1an tuong duong 2 goi/ 1an, ngay 2 lan.
Viée diéu tri s& khong duoc kéo dai qua 10 ngay
Déi voi viém hong, dung trong 10 ngay.
Hiéu chinh liéu trén bénh nhan suy gan. Khong can thay ddi liéu trén bénh nhén suy than.
Cdch diing

- Roxithromycin nén dugc uong trude khi an.
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bach huyét eosin bach cau, mat bach
ciu hat
R&i loan hé Phan (mg qua man
mién dich nhu ndi mé day, phu
mach, co thit phé
quan, phan Ung phan
Ve, séc phan vé
R6i loan tam Ao giac, 1t 13n
than
Hé than kinh Chéng  mit, Di cam, giam khuéu
nhtre dau giac
Roi loan tiéu Bubn non, Tiéu chay ra mau,
héa nén, dau da viém tuy
day
ROi gan gan mat Vang da, viém gan r
mat
Da va mo dudi Phat ban Phan G0ng | hoi ching Stevens
da bong nuéc | Johnson, hoi ching
toan than hoai tir bi, ban huyét,

phu mach

Gan Tang AST, ALT

Rdi loan tai, Giam thinh luc, chéng

tién dinh mit

R&i loan tim Khoang QT, loan nhip
thit, rung that, ngimg
tim.

Théng bao ngay cho bdc sy hodc dwoc sy khi gidp phai cic tic dung khong mong
mudn ciia thubc.
TUONG TAC THUOC

Roxithromycin la mét chét trc ché yéu CYP3A4
% Chéng chi dinh khi két hop véi:

- Colchicin: 1am tang tac dung cua colchicin, ¢6 thé dan den tir vong

- Cisaprid: tang nguy co loan nhip that, bao gdm xodn dinh

- Ergotamin, dihydroergotamin: ting tac dung phu cta cac thudc nay

= Khong khuyén cdo khi két hop:

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

< Than trong khi két hop

- Than trong khi két hop véi cac thude tac dong 1én nhip tim
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o Thudc ting nguy co gdy xoan 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 di chit ch& dién tim dd néu c6 sir
dung két hop véi cac thube nay.

e Thudc 1am cham nhip tim: ting nguy co loan nhip that, cin giam sat l[am sang va theo ddi
dién tam do

e Thubc khang vitamin K (acenocoumarol, fluindion, phenindione, warfarin): Tang tac
dung cta vitamin K va ting nguy co chay mau cin theo ddi thuong xuyén hon RNI, diéu chinh
lidu khi can thiét.

e Atorvastatin, simvastatin: ting nguy co tic dung phu, giy tiéu co vén, can sir dung liéu

thip véi cic thude giam cholesterol.

e Cyclosporin: Nguy co ting ndng dd trong mau cua cyclesporin va creatinin. Xac dinh
ndng do trong mau cta cyclosporin, kiém soét chirc nang than va diéu chinh lidu khi két hop va
sau khi ngimg sir dung macrolid.

e Digoxin va glycosid tim khac: Tang nong dé digoxin trong bing cach ting su hép thu
digioxin. Cén theo d&i chit ch& biéu hién lam sang va dién tdm dd ECG. Chi y dén cac triéu
chimg do ngd doc digoxin: budn ndn, ndn muira, tiéu chay, dau dau, chong mit, rbi loan dan
truyén tim.

% Céc thude nén duoc theo doi:

e Midazolam: Tang tac dung an than nhe

e Theophyllin: nguy co ting ndng dé theophyllin, dic biét 1a & tré em.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thubc chi yéu sir dung cho tré em
Thoi ky mang thai .
Khong nén st dung thude du phong trong qua trinh mang thai. Nghién ctru trén dong vét thi
khéng c6 bang chimg gy di tat thai nhi.

Thoi ky cho con bu
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Thube vio duoc trong sita me, Vi ndng d cao hon nong do trong huyét twong. Tuy nhién ham
luong thube duge hap thu tai rudt thdp hon nhiéu so véi lidu lugng cho tré. Nguy co chinh hay
xdy ra la tiéu diét vi khuan dudng rudt cua tré. Do do van c6 thé cho tré bu, néu tré c6 cac rdi
loan tiéu héa (Candida dudng rudt, tiéu chay) can ngimg cho tré bu.

Néu c6 tiang cisaprid & tré so sinh hay tré dang bu sita me, cin chéng chi dinh str dung macrolid
& ngudi me, dé ngan chin nguy co gy xoan dinh & tré.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc co thé gay chéng mat khi sir dung, cin than trong khi sir dung thudc cho ngudi lién quan
dén 14i xe va van hanh may moc.

QUA LIEU VA CACH XU TRI.

Cin dua dén co so cip clru dé rira da day va diéu tri triéu chimg, khong c6 thuoc giai doc dac

hiéu.

BAO QUAN

Noi kho rao, tranh _z’mh sang, nhiét do dudi 30°C.
HAN DUNG

24 théng ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: TC
TEN, PIA CHI CUA CO SO SAN X

CONG TY CP D
Cum cdng nghiép N
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