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Méau nhan hop, vi: Hop 5 vi (nhém-nhém) x 10 vién
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1. Tén thudc: ®* OCETHRO _

2. C4c d4u hiéu lvu y va khuyén cio khi diing thude: CONG TY
“Thudc nay chi ding theo don thudc” cO PHAN
“Pé xa tam tay cua tré em”
“Doc k¥ hudng dan sir dung trude khi dung”

3. Thanh phén cong thirc thubc: Mi vién nén phan tan chua:

Thanh ph?m dwoc chét Ham lwgng
Roxithromycin 50mg
Ta dugc vira da 1 vién

Thanh phi”m ta dwoc: Croscarmelose natri, lactose, copovidon, natri starch glycolat,
crospovidon, glyceryl dibehenat, colloidal silicon dioxid, sucralose, bot huong dau.

4. Dang bao ché: Vién nén phan tan (Vién nén phan tan hinh tru, mau trang, mat vién
nhan, thanh canh vién lanh [&n. Phan tan trong nudce tao hdn dich udng).

5. Chi dinh:

Roxithromycin dugc chi dinh dé diéu tri cac truong hop nhiém khuén do vi khuan nhay
cam.

Viém rudt nang do Campylobacter, ha cam, bach hau, cac bénh do Legionella, viém két
mac O tré so sinh, ho ga, nhiém khuén duong hd hip bao gdm viém phé quan, viém phoi
(do Mycoplasma, vi€ém phoi khong dién hinh, do Streptococcus), viém xoang.

Dung phéi hgp neomycin dé du phong phéu thuét duong rudt, phéi hop véi céc thude khac
trong phac dd diéu tri bénh than theo duong ho hép hodc tiéu hoa. Ngan nglra bach hdu &
ngudi bénh khong duge chiing ngira va ho ga & ngudi bénh khong duge hodc duge chung
ngtra mot phan.

Dung thay thé khi di tmg pen1c1lm trong cac trudng hop sau: Bénh do Actinomyces,
Leptospira, Listeria, nhiém khudn miéng, viém tai gitra (thuong ph6i hop véi mdt
sulfonamid nhu sulfafurazol), viém chau héng do Neisseria gonorrhoeae, viém hong va
nhiém khuan da do Smphylococcus hodc Streptococcus

Piéu tri ngan ngira nhiém khuén do lién ciu nhoém A trong thoi ky chu sinh, thdp khop cap
va nhiém khuan & ngudi bénh bi cit lach.

Dung thay thé cho tetracyclin cho bénh nhén di ing penicilin bi bénh Lyme giai doan s6m
la phy nir mang thai va tré nho, nguoi bi bénh ta, nhiém Chlamydia hodac Chlamydophila.
6. Cach dung va liéu dung:

Phan tan vién thudc trong lugng nude thich hop (20-30ml), ubng sau khi pha. Nén ubng
thude trudce bira dn it nhat 15 phut.

Ngu’o: I6n va tré em trén 40kg ciin ndng:

Liéu dung hang ngay: Udng 150 mg/lan, 2 lAn/ngay. Khong nén dung kéo dai qua 10 ngay.
Tre em:

Liéu thuomg dung hai lan moi ngay: 5 dén 8 mg/kg can ning/ngay. Liéu khuyén céo chia
theo cdn nang cu thé nhu sau:

Tiur 6 - 11 kg can nang: Ubng 25mg vao budi sang va budi ti.

Tu 12 - 23 kg cin ndng: Ubng 50mg vao budi sang va budi tHi.



https://tr : : . A
ps:/itrungtamthiiqe, COMfsne: Ubng 100me vio budi sang va budi téi.

Suy gan ndng:

Phai giam liéu bang 1/2 liéu binh thudng.
Suy than:

Khong can phai thay d6i liéu thuong dung.
Nguwoi cao tudi:

Khong cén phai thay doi lidu thuong ding.
7. Chéng chi dinh:

Qua man v6i roxithromycin hoge véi khing sinh nhom macrolid khac hodc véi bét ky thanh
phan nao cua thudc.

Khong dung dong thoi roxithromycin véi alcaloid cya 16a mach gdy co mach
(dihydroergotamin, ergotamin) do nguy co géy hoai tir dau chi.

Khong dung dong thoi vdi cisaprid do nguy co loan nhip thit nghiém trong, c6 thé gay
xodn dinh.

Khong ding roxithromycin va cac macrolid khac cho ngudi bénh dang dung terfenadin
hay astemisol do nguy co loan nhip tim de doa tinh mang.

Phu nir nudi con b dang sir dung cisaprid.

8. Canh bao va thin trong khi dung thude:

Thubc ¢6 chira lactose nén can than trong voi bénh nhan c6 van dé dung nap galactose di
truyén (hiém gap), thiéu hut men Lapp-lactase hodc kém hap thu glucose-galactose khong
nén dung thude nay.

Khong khuyén cdo st dung roxithromyein cho nguoi bénh suy gidm chirc ndng gan. Trong
trudng hop bat bude phai sir dung, can giam lidu di mot nira va thuomg xuyén theo doi chire
niang gan.

P an toan cha roxithromycin trén ngudi bénh suy giam chic nang than chua duge xac
dinh va cling chua ¢o ché d6 hiéu chinh lidu cu thé.

Khong can hi¢u chinh lidu roxithromyein khi diing cho nguoi cao tudi.

Trong mét sb trudng hop, cdc macrolid bao gdm ca roxithromycin ¢6 thé lam kéo dai
khoang QT. Vi vay cAn thén trong khi sir dyng roxithromyein cho ngudi bénh c6 hdi chung
khoang QT kéo dai bam sinh, ngudi bénh ¢6 yéu td nguy co gy loan nhip tim (vi du: Ha
kali huyét, ha magnesi huyét, cham nhip tim ding ké trén 1am sang), ngudi bénh dang
dung thube chdng loan nhip nhom IA va nhom IIL Can theo ddi nguoi bénh trén 1am sang
va dién tAm do.

Tuong tu nhu cac macrolid khac, roxithromycin ¢o thé lam nang thém bénh nhuoc co.

9. Sir dung thubc cho phu nir ¢6 thai va cho con bu:

- Str dung thude cho phu nir cé thai:

Pé an toan, tot nhét 1a khong nén st dung roxithromyein cho phu n{t mang thai. Céc dt
liéu trén dong vat cho thay thubc khong gy doc hodc quai thai, tuy nhién di li¢u trén ngud
con chua day du.

- Sir dung thuée cho phu nit dang cho con bi:

Roxithromycin bai tiét vao sira voi nong do tuong duong hodc cao hon ndng do thudc tron;
huyét twong. Tuy nhién, nong do thubc trong sita 1a khong déng ké so véi lidu dung cho tr
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Co thé dung r0x1thr0mycm cho phu nit nudi con bu Neu tre bu m

hodc nging sir dung thude.

Chédng chi dinh sir dung macrolid cho phy nif nudi con bu néu tré bu
do nguy co tuong tac thude & tré.

10. Anh hwéng ciia thude Ién kha niing 1ai xe, van hanh may moc:
Khi uong thube co thé gip cac tac dung khong mong mudn nhu chéng mit hoa mat, dau
diu nén cin than trong khi ding thudc cho dbi tugng nay.

11. Twong tac, twong ky cua thube:

So vdi erythromycin, roxithromycin ¢é éi luc yéu hon dbi véi cytochrom P45( nén it
gdy tuong tac hon.

Phéi hop roxithromycin véi cisaprid, astemisol, terfenadin: C6 kha nang gay loan nhip
trdm trong. Chéng chi dinh phdi hop.

Alcaloid cwa l6a mach (dihvdroergotamin, ergotamin): Roxithromycin tre ché chuyén hoa
cac thube nay tai gan, c6 nguy co gy hoai tir dAu chi. Chéng chi dinh phdi hop.

Céhe  thude kich thich dopamin (bromocriptin, cabergolin, lisurid, pergolid).
Roxithromycin lam tang nong dé cac thudc nay trong huyét twong, ting kha ning xudt hién
cac ddu hiéu cua qua liéu. Khong nén phéi hop roxithromycin va cac thube nay.
Colchicin: Roxithromycin lam tang tac dung khong mong mubn ctia colchicin, ¢6 nguy co
din t6i tir vong. Khong phdi hop hai thuéc.

Thuéc chong déng dwong uong: Tang tac dung khi dung dbng thoi roxithromycin, gdy nguy
co chay mau. Can thuong xuyén theo dai INR. Pidu chinh liéu thudc chéng dong trong qué
trinh diéu tri voi khang sinh macrolid va sau khi ngung thude.

Ciclosporin: Roxithromycin nguy co lam tang nong do ciclosporin trong mau, than trong
khi phéi hop.

Thuée chéng loan nhip nhém 1A va nhém 111, hodc cdc thude cé tde dung gdy ra yéu t6 nguy
co gdy loan nhip tim (vi du: Ha kali huyét, ha magnesi huyét, chdm nhip tim dang ké trén
lam sang) khi phdi hop véi roxithromycin ¢6 nguy co gay loan nhip thét, dac biét 1a x08n
dinh. Cén theo ddi nguoi bénh trén 1am sang va dién tam dd. Lam ting nhe nong do trong
mau cua lheophylm dan t4i ting tac dung, dédc biét 1a & tré em.

C6 thé lam ting nong do disopyramid khong li€n két trong huyét thanh khi ding phOl hop.
Tuong ky: Do chua ¢6 nghién ciu diy du vé tuong ky cua thude, nén khong tron thude
dung vo1 cac thube khéc.

12. T4c dung khéng mong mudn ciia thuéc (ADR):

Thwong gap, ADR > 1/100

Tiéu hoéa: Budn non, dau bung, tiéu chay.

It gap, 1/1 000 < ADR < 1/100

Mién dich: Phan tng qua man: May day, phu Quincke, ban xut huyét, co that phé quan,
sc phan vé.

Da: Phat ban, hong ban da dang, hoi ching Stevens-Johnson, hoi chimng Lyell.

Tim mach: Kéo dai khoang QT, loan nhip that, rung thét.



giac va/hodc vi giac.

, CONGTY
Hiém gdp, ADR < 1/1 000

COPHAN

(rat hiém). -
Khac: Tang cac vi khuan khang thudc, bdi nhidm, viém phdi ting bach S
tinh.
Céc truong hgp ngung st dung thudc: Khi gip céc phan trng nghiém trong.
Théng bao ngay cho bac s§ hodc duoc si khi gap céc tic dung khéng mong mudn nhu trén
khi str dung thubc hodc béo cao cac phan ing co hai cia thube vé Trung tdm Thong tin
thube va Theo ddi phan tmg ¢6 hai cia thube (ADR) Quéc Gia. Dia chi: 13 - 15Lé Thanh
Tong - Q. Hoan Kiém - 1P. Ha Noi. Pién thoai: 024.3.9335.618; Fax: 024.3.9335642;
Email: di.pvcenter@gmail.com.
13. Qua lidu va xir tri:

- Qud liéu: Biéu hién qué liéu nhu céc triéu chimg bao gdm budn non, non, rdi loan thuong
vi, tiéu chay.
_ Céch xir tri: Rira da day, diéu tri triéu chimg va hd tro. Khong c6 thube giai doc dic
hiéu.
14. Pic tinh dwoec lyc hoc:
Ma ATC: JO1F A06
Nhom dugce ly: Khang sinh macrolid
Roxithromycin la khang sinh nhém macrolid. Tuong tv nhu erythromycin va cac
macrolid khac, roxithromycin gin thuén nghich véi tiéu don vi 50S cuia ribosom vi khuan
nhay cam, Uc ché tong hop protem va nho d6 e ché sy phat trién ctia té bao vi khuan. Tac
dung cua cdc maclorid chu yéu 1a kim ham su phat trién ctia vi khuén nhung co thé diét
khudn ¢ nong do cao d6i véi cac ching rat nhay cam. Tac dung cua chung tang 1én 6 pH
kiém nhe (khoang 8.5), dic biét vai cac vi khuan Gram am. Gi6i han ndng d¢ dé phén loai
tinh nhay cam cia vi khudn ddi vai roxithromycin: Nhay (S) < 1 mg/ lit va khang (R) = 4
mg/lit. Cén hét stre lvu v vi hién nay khang sinh macrolid bi khang rt nhiéu.
Cdc vi khuan nhay cim:
Gram duong hiéu khi: Bacillus cereus, Corynebacterium diphteriae, cdu khudn dwong
rudt, Rhodococeus equi, Staphylococcus nhay cam methicilin, Streptococcus nhom B
hoac khong phén 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 khuén khéc: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires, Mycoplasma
pneumoniae, Treponema pallidium.
Vi khuén nhay trung binh:
Gram am hiéu khi: Haemophilus, Neisseria gonorhoeae
Vi khuén ky khi: Clostridium perfringens
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Vi khuin khdng thudc:
Gram duong hiéu khi: Corynebacterium jeikeium, Nocardia asteroides.
Gram am hiéu khi: Acinetobacter, Enterobacterm, Pseudomonas.
Vi khuan ky khi: fusobacterium.
Vi khuan khac: Mycoplasma hominis.
15. Pic tinh dwge dong hoc:
Hdp thu: Sau khi udng, thude hip thu véi sinh kha dung khoang 50%. Nong d6 dinh trong
huyét tuong khoang 6 - 8 microgam/ml dat dwoc khoang 2 giér sau khi udng mot lieu don
150 mg. Hap thu thude bi giam khi udng sau bira &n.
Su hap thu khong phai 1a tuyén tinh; voi liéu luong ngay cang ting trong pham vi 150mg
dén 300mg, ndng do dinh trong huyét tvong va AUC khong lam ting ty 1& thuan véi lidu
dung.
Phén bé: Roxithromycin phan b rong rdi vao cidc mo va dich cua co thé, dat dugc nong
d6 cao trong bach cdu nhung khong qua duoc hang rdo mau ndo. Mot lugng nho thude
duoc thai trir vao sita. Thude lién két véi protein huyét tuong khoang 96%, chu yéu véi
alpha 1-acid glycoprotein ¢ ndng do tbi thiéu trong huyét twong, nhung chi khoang 87%
& ndng do tdi da thong thudng.
Chuyén héa: Roxithromycin chuyén héa & gan.
Thai trir: Roxithromycin thai trir chii yéu qua mét va phan. Thoi gian ban thai cta
roxithromycin la khoang 12 gior ¢ nguoi lon tré tudi va 20 gid nhitng dira tré. Thoi gian
ban thai kéo dai dén 25 gidr & ngudi 16n ¢ chire nang gan bi suy giam va 18 giv trong
ngudi 16n bi suy than. Thoi gian ban thai trung binh cia bénh nhan cao tudi 1a khoang 27
gio.
16. Qui cach déng géi: Hop 10 vi (nhom-PVC) x 10 vién. Hop 5 vi (nhém-nhém) x 10
vién.
17. Piéu kién bio quin, han dung, tiéu chuin chit lwong ciia thude:
- Pidu kién bio quan: Noi kho, nhiét dd dudi 30°C.
- Han dung: 24 thang tinh tir ngay san Xudt.
- Tiéu chuin chét lwgng: TCCS (NSX).
18. Tén va dia chi co s6 sdn xult:
CONG TY CO PHAN HOA DUGC VIET
Dia chi: $6 192 pho Puc Giang, Phuon
Noi, Viét Nam.
S6 dién thoai: 024.36557429 86 |

on uin Long Bién, Thanh pho Ha
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