"Dorolid"50 mg

© Thuéc nay chidung theo don thuéc.

e Dockyhuéng dansirdung trudckhidung.

o Déxatamtaytréem.

o Tohuéng dan sitdung néu tom tit cacthéng tin quantrong ctia thudc.
Néu canthémthéngtin, xin héiy kién bacsy hoacdugcsy.

THANHPHAN CONGTHUCTHUGC: M3i g6i 3 g chura:

Thanh phan dugc chat: Roxithromycin 50 mg.

Thanh phan ta dugc: Dudng trdng, Gom Xanthan, Acesulfam K, Natri laury!
sulfat, Simethicon, Colloidal silicon dioxid A200, B6t mui dau.

DANG BAO CHE: Bot phahéndich usng.

Mé ta dac diém bén ngoai cta thudc: Bot thudc mau trdng, kho tai, thom
muidau, vingotdang.

CHIPINH:

Roxithromycin dugc chi dinh diéu tri nhiém khudn do cac vi khudn nhay cdm nhu:
-Viém amidan do Streptococcus beta tan huyét nhédm A, thay thé cho diéu tr
bang nhém beta-lactam khikhang sinh nay khong dap tng diéu tri.

-Viém xoang cap tinh. Macrolid dugc chi dinh khikhéng thé diéu tri véi beta-
lactam.

-Viém phéquan boinhiém ca'ptmh

-Cacdgtcap ctaviém phé quan mantinh.

-Viém ph0| cong dong dcacbénhnhan:

+Khong co yéu té nguy co.

+Khoéng cé triéu chiing lam sang nghiém trong.

+Khéng cé cactriéu chiing lam sang do phé cau khuan.

Trong trudng hgp viém phdikhang dién hinh, chi dinh diéu tri bdng macrolid
makhéng phuthuécvao micdé nghiémtrong.

-Nhiém khuan dalanh tinh: Chéc 13, viem da chéc 18, loét, viem mo té bao da
(viém quang), nhiém khudn da man tinh (erythrasma).

-Nhiém khudn sinh duckhéng dolau cau.

LIEUDUNG, CACHDUNG:

Liéudung:

Ludn dung thudc dingliéuluong trong don thudc.

* Ngudi I6n: 300 mg/ngay (6 géi/ngay) hodc 150 mg (3 g6i) x 2 1dn vao budi
sang va bubitéi.

*Tréem:

- Liéu duing la 5 - 8 mg/kg/ngay, chia lam 2 lan (liéu trung binh dugc nghién
ctulamsang gtréemla 6 mg/kg/ngay).

-Hodcduavao cannangclatré:

+6-11kg:25mg(1/2 g6i)/1an x 21an vao budi sang va budi téi.
+12-23kg:50mg (1 g6i)/lanx 21dn vao budi séng va budit,
+24-40kg: 100 mg (2 g6i)/lan x 2 1an vao budi séng va bubitéi.
-Diéutrikhong kéo daiqua 10 ngay.

-Thaigian diéu trjviém amidan [a 10 ngay.

Cachdung: Dung udng.

- Cho thudc vao 5 - 10 ml nudc va chd 30 - 40 gidy cho thudc hoa tan, uéng
thudc trudcbiraan.

- Trudng hop quén uéng mét liéu dung: Hay udng ngay khi nhd ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thudng 1&. Khéng dung liéu gap déi dé bu vao liéu da quén.
-Trudng hgp udng qua nhiéu thudc: Hay gap ngay bac sy hodc téi khoa Héi
stic-Cap cliu ctia bénh vién gannhat.

CHONG CHIPINH:

- Ngudi bénh c6 tién sir qua man véi khang sinh nhém macrolid hay bat ky
thanh phankhéc ctiathuéc.

- Chéng chidinh phéi hgp véi cac thudc sau:

+ Céc alkaloid cua 16a mach gdy co mach: Dihydroergotamin, ergotamin
(xem phanTuong tac, tuong ky clia thudc).

+ Colchicin (xem phan Tuong tac, tuong ky ctia thuéc).

+Cisaprid (xem phan Tuong tac, tuong ky ctia thuéc).

-Phuntrcho con bu diéu tri bang cisaprid (xem phan Strdung thudc cho phu
nicodthaivachoconbu).

CANHBAOVATHANTRONG KHIDUNG THUGC:

- Khéng nén dung roxithromycin cho ngudi bi suy gan nang. Than trong st
dung roxithromycin cho bénh nhan suy gan &muic d6 nhe dén vira phai. Néu
can thiét diéu tri, can theo déi thudng xuyén chiic nang gan va cé thé giam
liéudung.

- Sy dao thai cta roxithromycin va cht chuyén héa qua than thap (khoang
10%liéu uong) Tuy nhién, khéng can thiét diéu chinh liéu & ngudi suy than.
-Khong can diéu chinhliéu khi dung cho ngusi cao tuéi.

- Thai gian diéu trj & tré em: Quan sat & dong vat nhé tudi & liéu cao hon 10
1an so véiliéu diéu tri thdy bat thudng vé tang trudng, can han chéliéu lugng
tur5 -8 mg/kg/ngay trong thoi gian téida 10 ngay.

- Két hgp vai cac alkaloid cya l6a mach: Gay co mach ndng véi hoai tirdau chi

da dugc bao cao khi dung macrolid két hgp vdi alkaloid cua 16a mach. Phai

chéc chén khong diéu tri véi cac alkaloid trudc khi ké toa roxithromycin.

Khéng nén sttdung déng thai roxithromycin véi cac alkaloid cualéa mach.

- Kéo dai khoang Qr: Trong moét s6 truong hop, cac macrolid bao gém ca

roxithromycin cé kha nang gay kéo dai khodng QT. Vi vay, can than trong khi st

dung roxithromycin cho ngudi bénh cé héi chiing khoang QT kéo dai bam sinh,

ngudi bénh c6 yéu té nguy co loan nhip tim (nhu ha kali huyét, ha magnesi

huyét, cham nhip tim déng ké trén 1am sang) va & nhiing bénh nhan dugc diéu

tri kéo dai khodng QT. Can theo ddi ngudi bénh trén 1am sang va dién tam do.

-Tuong tu nhu cac macrolid khac, roxithromycin c6 thé lam nang thém bénh

nhugc co. Theo ddi lam sang néu diéu trj kéo dai. Can theo déi chiic ndng

gan, chiic nang than va cong thic mau néu thai gian diéu triqua 2 tuan.

- Nhiém Clostridium difficile: Tiéu chay do Clostridium difficile da dugc bao

céo khistrdung roxithromycin. Mdc d6 nghiém trong cé thé tirtiéu chay nhe

dénviém daitrang gid mac de doatinh mang. Biéu tribdng thudckhang sinh

lam thay d&i hé vi sinh vat clia dai trang va tang sinh qua muc Clostridium

difficile. Phai xem xét cac bénh nhén bi tiéu chay sau khi str dung khang sinh

vanén ngung ngay diéu trj vdi roxithromycin.

-Bénh nhan khéng dung nap fructose di truyén, kém hap thu glucose-galactose

hay thiéu hutenzym sucrase-isomaltase khong nén sirdung thudc nay.

Sirdung thudc cho phu nii cé thaivacho conbi:

- Thoi ky mang thai: Chua c6 dir liéu 1am sang trén dong vat, mac du chua

thdy c6 di tat bao thai hodc nhiém ddc & liéu cao hon 200 mg/kg/ngay hoéc

cao hon 40 lan liéu diéu tri & ngudi. Tuy nhién, nén than trong khi sirdung

roxithromycin trong khimang thai.

- Thai ky cho con bu: Hau hét cadc macrolid qua dugc sita me véi néng do

béng hodc cao hon néng dé trong huyét tuang. Tuy nhién, lugng hap thu &

tré sasinh thdp hon so véitré em. Cac nguy cd chl yéu la sy thay di cua hé vi

khun dudng rudt & tré em. Vi vay, c6 thé dung thudc khi cho con bu. Trugng

hop céréiloan tiéu hda G tré em (Candida dudng rudt, tiéu chay), can ngiing

cho con bu (hodc ngting thudc). Néu duing cisaprid & tré sa'sinh hodc tré cho

busiiame, chdng chi dinh dung macrolid dé phong nguia tuong tac tiém an
dtréem (nguyccgayxoan dinh).

Anh huéng ctia thuéc lén kha nang lai xe, van hanh may méc:

Roxithromycin c6 thé gay chong mét, nhic dau.Vi vay, nén than trong khi st

dungthuéc cho cacbénhnhan lai xe vavan hanhmdy méc.

TUONGTAC, TUGNG KYCUATHUOC

Tuongtacchathudc:

-Roxithromycin la mét chat ic ché CYP3A4 kém.

-Chéng chidinh phéihgp:

+ Colchicin: Tang tac dung khéng mong muén clia colchicin, c6 thé gay tivong.

+ Cisaprid: Nguy coloan nhip that bao gém xoan dinh.

+ Ergotamin, dihydroergotamin: Roxithromycin tic ché chuyén héa cac thuéc

nay tai gan, c6 nguy cd gay hoai tirdau chi.

-Khéng nén phéihgp:

+ Cac thudckich thich dopamin (bromocriptin, cabergolin, lisurid, pergolid):

Roxithromycin lam tang néng dé cac thudc nay trong huyét tuong, tang kha

nang xudthién cac dau hiéu ctiaqualiéu.

-Théantrong khi phéi hop:

+ Thudc chéng loan nhip nhém 1A va nhém i, hodc cac thude o tac dung

gdy ra nguy cd loan nhip tim (vi dy: Ha kali huyét, ha magnesi huyét, cham

nhip tim dang ké trén lam sang) khi phéi hgp véi roxithromycin cé nguy co

gdy loan nhip that, dac biét 1a xodn dinh. Can theo déi ngudi bénh trén lam

sangvadiéntam do.

+Thuéc chéng déng mau dudng uéng (acenocoumarol, fluindion, phenindion,

warfarin): Tang tac dung khi dung déng thai roxithromycin, gay nguy co

chay méu. Can thudng xuyén theo déi INR. Can chinh liéu thuéc chéng déng

méau trong qua trinh diéu trj v&i khang sinh macrolid va sau khingting thudc.

+ Atorvastatin, simvastatin: Nguy co tang tac dung khéng mong muén (phu

thudc liéu) nhutiéu covan. Nén dung liéu thdp hon déi véi cac loai thudc ha

cholesterol.

+Cyclosporin: Nguy co tang nong do cyclosporin va creatinin trong mau. Cén

theo déi néng dé cyclosporin trong mdu, kiém soét cac chiic ndng than va

khé nang dap ung liéu khi két hgp véi macrolid.

+ Digoxin va glycosid tim khac: Tang néng dé digoxin trong mau do sy tang

hép thu. Can theo déi triéu chiing lam sang, dién tam dé va néng do digoxin

trong mau sau khi diéu trj véi roxithromycin. Can phai theo di can than néu

€6 cac triéu chimg lam sang sau: Buén nén, non, tiéu chay, dau dau, chong

mat, loan nhip hoacréiloan dantruyéntim.

+Midazolam:Tang nhe tdcdungan than.

+Theophyllin: Nguy co tang nhe néng do theophyllin trong mau, dac biét la

&tréem.Tuy nhién, khéng can thiét diéu chinh liéu dung.

Tuongky cuathudc:

Do khéng c6 cac nghién ctu vé tinh tuong ky clia thudc dung dudng udng,

khongtronlan thudc nay véi cac thusckhac.

TACDUNG KHONG MONG MUON CUATHUOC:

Bang tém tatcac phan ingkhéng mong muén:

Nhiém khuadn| Khéngré |Boéi nhiém (st dung kéo dai): Viém ruét do
va nhiém ky Clostridium difficile (viém dai trang gia mac).
sinhtrung

RGi loan méu ftgdp Tang bach cau uaeosin.
va hé bach — - - -
huyét Khéng ré | Gidm tiéu cau, gidm bach cau, mat bach cau hat.

R&i loan hé| Khéngré |Phan ting qua man nhu néi may day, phu
théng mién Quincke, co thdt phé quan, cac phan ung
dich phéanvé, séc phanvé.

R6i loan tam| Khéngré |Aogiéc,lulan.
than

R&i loan hé|Thudng gdp |Cdm gidcchéng mat, nhic dau.
thankinh

Khéng ré6 | Di cdm, mat vi gidc, réi loan vi gidc, mat khiu
giac, réiloan khiu gidc.

Réiloan taiva| Khéngré |[Diécthoang qua, gidm thinh luc, chéng mat,
taitrong Utai.

R&i loan tim| Khéngré |Kéo dai khoadng QT, loan nhip that nhu xoén
mach dinh, nhip nhanh th4t, c6 thé dan dén rung
thathodcngimgtim.

RGi loan tiéu| Thudng gdp |Buén nén, nén, dau da day, tiéu chay.
hoéa

Khéng ré  |Tiéuchayramau,viémtuy.

RGi loan gan| Khéngré |Bénhvangda,viém gan (rmat,tiéutébao cap
mat tinh.

RGi loan da va | Thudng gdip [Phatban.

modudida ~ - - -
It gap Héng ban da dang khong dién hinh, néi may
day.
Khéngré [Hoi chiing Stevens-Johnson, hoi ching Lyell,
ban xuthuyét, phtmach.
Khac Khéngré [Tang men gan AST, ALT, téng phosphatase

Cac co quan |Té'n suat (¥) Cac phan iing khéng mong muén

kiém trong huyét tuang.

(*) Tan sudt tac dung khdng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR > 1/10), thudng gdp (1/100 < ADR < 1/10), it gép (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng rd (khéng dugc udc tinh tirdirliéu co sén).

Huéng dan cach xirtri ADR:

Khi gap cac phan ting nghiém trong, can ngting diing thudc.

QUALIEUVA CACHXU'TRI:

Triéu chiing vabiéu hién khistitdung thuéc qua liéu:

Khoéng c6 dit liéu vé st dung thudc qua liéu, khong dung qua liéu chi dinh
ctathudc.

Cachxdtrikhidung thuéc qualiéu:

Khong c6 thudc gidi doc. Rira da day. Diéu trj triéu chimg va hé tro.

Tich cuctheo déi dé cé bién phap xutri kip thai.

PACTINHDUGCLUCHOC:

Nhoém dugcly: Khang sinh thuéc nhém macrolid.

Ma ATC: JO1FA06.

- Roxithromycin la khang sinh nhém macrolid, tuong tu nhu erythromycin
va cac macrolid khac, roxithromycin gén thuan nghich véi tiéu don vj 50s
cia ribosom vi khu&n nhay cam, tic ché téng hgp protein va nhd dé tic ché
su phéat trién cla té bao vi khudn. Tac dung ctia cac macrolid chu yéu la kim
ham sy phat trién cta vi khuan nhung c6 thé diét khudn & néng dé cao d6i
vdi cc chling rat nhay cdm. Tac dung clia ching téng Ién & pH kiém nhe
(khoang 8,5), dac biét véi cac vikhuan Gram am.

- Gi6i han néng d dé phan loai tinh nhay cdm cla vi khuén déi véi roxithromycin:
Nhay (S) < 1 mg/lit va khang (R) = 4 mg/lit. Can luu y vi hién nay khang sinh
macrolid bikhang ratnhiéu.

Cécvikhuan nhay cdm:

-Vikhu&n Gram duong hiéu khi: Bacillus cereus, Corynebacteriumdiphtheriae,
Enterococcus (50 % - 70 %), Rhodococcus equi, Staphylococcus nhay cam
methicillin, Staphylococcus khdng methicillin (70 % - 80 %), Streptococcus
nhom B, Streptococcus khéng phan nhém (30 % - 40 %), Streptococcus
pneumoniae (35 %-70 %), Streptococcus pyogenes (16 %-31%).

- Vi khuan Gram am hiéu khi: Bordetella pertussis, Branhamella catarrhalis,
Campylobacter, Legionella, Moraxella.

- Vi khuén ky khi: Actinomyces, Bacteroides (30 % - 60 %), Eubacterium,
Mobiluncus, Peptostreptococcus (30 % - 40 %), Porphyromonas, Prevotella,
Propionibacterium acnes.

-Vikhu8n khéc: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospira, Mycoplasma
Ppneumoniae, Treponema pallidum.

Cécvikhudn nhay cdm trung binh:

-Vikhuan Gram am hiéu khi: Haemophilus, Neisseria gonorrhoeae.

-Vikhuan ky khi: Clostridium perfringens.

-Vikhuén khéc: Ureaplasma urealyticum.

Vikhuankhang thudc:

-Vikhuén Gram duong hiéu khi: Corynebacterium jeikeium, Nocardia asteroides.
-Vikhudn Gram am hiéu khi: Acinetobacter, Enterobacteria, Pseudomonas.
-Vikhuan ky khi: Fusobacterium.

-Vikhuén khac: Mycoplasma hominis.

Roxithromycin cé hoattinh invitrovain vivo trén Toxoplasma gondii.
Roxithromycin cé hoat tinh in vitro mic d6 vira trén Mycobacterium avium.
Tan s6 khang methicillin 1a khodng 30 % - 50 % & tat cd cac chiing Staphylococcus
va cac vi khudn tim thay ch( yéu trong cac bénh vién.
PACTINHDUGCDONGHOC:

*Hap thu:

- Roxithromycin dugc hap thu nhanh sau khi uéng. Roxithromycin én dinh
trong mai trudng acid va dugc tim thdy trong huyét tuong trong vong 15
phdt, ndng d6 dinh trong huyét tuong 1a 2,2 gigrsau khiuéng liéu 150 mg &
ngudi I6n ltc déi va 1,6 gid sau khi udng liéu 2,5 mg/kg & tré em luc doi. Co
tai liéu chiing minh réng uéng thudc trudc khi an 15 phat khéng lam thay
déi dugc dong hoc 8 ngudi khée manh.

*Phan bé:

-Ngudilén:

+ Cac thong sé duge déng hoc sau khi uéng mét liéu don 150 mg & ngudi
binh thuong nhusau:

<N6ng dé trong huyét tuong téi da trung binh: 6,6 mg/lit.

+N6ng dé (12 gigsau khiudng) trung binh: 1,8 mg/lit.

«Thaigianban thaitrung binh: 10,5 gio.

+ @ ngusi binh thusng néng do trong huyét tuong sau khi dung liéu l3p lai
(150 mg méi 12 gi& trong 10 ngay), trang thai 6n dinh dat dugc gilia ngay
thir2 vangay thir4.Nong do huyét tuong &trang thai 6n dinh la: Nong d6 téi
da 9,3 mg/lit,néng do toi thiéu 3,6 my/lit.

+ Do thu8c khéng tich Ity, liéu hang ngay c6 thé dugc chia 2 1an, cach nhau
12 git dé ddm bao néng dé trong huyét tuong clia thudc cé hiéu qua trén vi
khu&n nhay cdm trong 24 gio.

-Tréem:

+ Otre emdung liéuldp lai 2,5 mg/kg méi 12 gid, néng d trong huyét tuong
lagiéng nhautrong suotthdl giandiéutri.

+Néng do &trang théi 6n dinh: Néng d6 t6i da 9 mcg/ml, néng do téi thiéu
3,1 mcg/ml. Néng do khong khac nhau trong 12 gid sau khi dung liéu don
2,5mg/kg (3,6 mcg/ml).

+Thaigian ban thaitrung binh 20 gid (dai hon ngudilén 10,5 gid).

+ Do thuéc khéng tich Ity, liéu hang ngay c6 thé dugc chia 2 1an, cach nhau
12 git dé ddm bao néng dé trong huyét tuong clia thudc cé hiéu qua trén vi
khuén nhay cdmtrong 24 gid.

-Thudc lién két véi protein huyét tuong khoang 96 %, cht yéu véi alpha 1-acid
glycoprotein. Lién két nay bao hoa va giam khi néng dé roxithromycin cao
hon4 mg/lit.

-Roxithromycin phan bé tét trong mé (dac biét mé phdi, amidan, vom hong,
tai gitra, mo tuyén tién liét) sau liéu laplai6 giova 12 gi6. Macrolid tham nhap
va tich 0y trong thuc bao (bach cau trung tinh, bach cdu don nhan, phuc
mac va cac dai thuc bao phé nang). Nong d6 nodi thuc bao cao & ngum Cac
dactinh trén gidi thich cho tac dong ctia roxithromycin trén vikhudn ndibao.
- Roxithromycin dugc tim thay trong sita me rat thap: Khéng qua 0,05 % liéu
dung.

*Chuyén hoa:

- Roxithromycin chuyén héa tuong déi tét, phan 16n thudc dugc dao thai
dudidang khéng thay déi.

- Ba cau trac da dugc xac dinh trong nudc tiéu va trong phan: Descladinose
roxithromycin, chat chuyén héa ch yéu, va N-mono va N-didemethyl
roxithromycin, chat chuyén héa thi yéu. Ty 1é roxithromycin va ba dan xuat
tuong tuco trong nudc tiéu va phan.

*Pao thai:

-Dao thai chtyéu qua phan: Sau khi udng roxithromycin C14, chat phong xa
hién dién trong nudc tiéu trong 72 gid 1a 12 % bai tiét trong nudc tiéu va
nguyénventrong phan.

QUY CACHPONG GOI:

HOop 1096ix3g.

DIEU KIEN BAO QUAN:

Bao quan &: Noikho, nhiét d6 duai 30 °C, tranh dnh sang.

Bao quan trong bao bigéc cliathudc.

HAN DUNG: 36 thang ké tif ngay san xu4t. Khéng ding thuéc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUONG:TCCS.

CO S SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phd
CaolLanh, Tinh®ong Thap

poMEsco Diénthoai: 1800.969.660
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