Dometin® 5mg

" Pocky huéng dan sirdung trudc khidung.

" Péxatam taytréem.

” T8 huéng dan sit dung néu tém tit cac théng tin quan
trong ctia thuéc. Néu can thém théng tin, xin héi y kién
bacsyhodcdugcsy

THANH PHAN CONG THUC THUOC: M&i vién nén bao phim
chia:

Thanh phan dugc chat: Desloratadin ... S .5mg
Thanh phan ta dugc: Starch 1500, chala phosphat khan,
Microcrystallin celluiose PH102, Talc, Colloidal silicon dioxid
A200, Eudragit E100, Polyethylen glycol 6000, Titan dioxid,
mau Brilliantblue lake.

DANG BAO CHE: Vién nén bao phim.

M6 ta dac diém bén ngoai ctia thudc: Vién nén tron bao phim
mau xanh, hai mat 16i, moét mat vién cé khac s6 4618, canh va
thanhviénlanhlan.

CHIiPINH:

Lam gidm cactriéu ching cé lién quan dén:

-Viém maidiung.

-May day tuphatman tinh.

LIEUDUNG, CACHDUNG:

Liéudung:

Ngudilénvatré emtrén 12tudi: 5mgx 11an/ngay.

Liéu khdi dau cho nguai I6n suy gan hodc suy than: 5 mg dung
cachngay.

Céachdung:Dung uong

Trudng hgp quén uong mot liéu dung: Hay uéng ngay khinhas
ra. Néu thai gian gan vai lan dung thudc tiép theo, bo qua liéu
da quén va hay dung liéu tiép theo vao thai gian thudng lé.
Khong dung liéu gap doi dé bu vao liéu da quén.

Trudng hop uéng qué nhiéu vién thuéc: Hay 9dp ngay bac sy
hoac téi khoa Hoi sttc - Cap cu clia bénh vién gén nhat.
CHONG CHIDINH

Qué man véi desloratadin hoac loratadin hay bat ky thanh
phan nao ctiathudc.

CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Hiéu qud va an toan ctia desloratadin cho tré em dudi 12 tuéi
van chua dugc xacdinh.

-Than trong dung desloratadin trong truang hop suy than néng.
-Trong mét vai trudng hop thuéc gay chong mat, diéu nay c6
thé &nh hudng kha nang l4i xe va van hanh may méc.

- Thudc c6 chira mau Brilliant blue lake, c6 thé gay cac phan
tngdiung.

Sttdung thudc cho phu nitcé thaivacho conbu:

- Thai ky mang thai: Chi sit dung desloratadin trong thai ky
mang thaikhi can thiét.

- Thai ky cho con bu: Desloratadin qua sita me, vi vay nguoi
me nén nguing dung desloratadin hodc ngiing cho con b sau
khican nhdctam quan trong ctia viéc dung thudc diéu tri.

Anh huéng cia thudc Ién kha nang lai xe, van hanh may
moc:

Trong nghién ctiu dé danh gia kha ndng lai xe va van hanh may
moc & bénh nhan dung desloratadin, khdng xay ra trudng hop
nao nguy hiém. Trong mét vai trudng hgp thuéc gay chong
mét, diéu ndy c6 thé anh hudng kha nang lai xe va van hanh
mady méc. Vivay, nénthantrong khildixe va van hanh may méc.
TUGNGTAC, TUONGKY CUATHUOC:

Tuong tacctathudc:

- Cacthuéc tac ddong dén men gan:Tuong tac dugc dong c6 thé
xdy ra (tdng néng d6 cta desloratadin va chat chuyén héa cé
hoat tinh) khi dung desloratadin déng thai véi thudc tac dong
dén men gan (nhu azithromycin, cimetidin, erythromycin,
fluoxetin, ketoconazol). Khéng cé nhiing thay ddi Iam sang
quan trong trén dién tdm dé hodc trén nhiing thd nghiém
danh gia, ddu hiéunguy hiém hay vé tdc dung ngoaiy.

- Nuéc budi: Nudc busi khong lam thay déi dugc dong hoc cia
desloratadin.

Tuongky ciathudc:

Do khong c6 cac nghién ctu vé tinh tuang ky cta thuéc dung
dudng uéng, khong tron 1an thudce nay véi cac thudc khac.
TACDUNGKHONG MONG MUGN CUATHUOC:

Tom tdtvé thdng tin an toan:

Trong céc thir nghiém 1am sang vé chi dinh bao gém ca viém
mii di ing va ndi may day tu phat man tinh, & liéu khuyén cao
5 mg/ngay, téc dung khong mong mudn clia desloratadin da
dugc bdo cao véi 3 % bénh nhan cao hon muc diéu tri bang gia
duogc. Tac dung khdng mong mudn thudng gap la mét mai (1,2 %),
khé miéng (0,8 %) va nhuic dau (0,6 %).

Tré em: Trong mét thit nghiém 1am sang véi 578 bénh nhan
thanh thiéu nién tir 12 dén 17 tudi, tdc dung khéng mong
mudn thudng gép nhat la dau dau; & khodng 5,9 % bénh nhan
dugc diéu trj bang desloratadin va 6,9 % bénh nhan dung gia
dugc. Tac dung khéng mong mudn khac dugc béo céo véi mot
tan suatkhong ré bao gém kéo daikhodng QT, loan nhip tim va
nhip tim cham.

Bang tém tit cac phan ing khéng mong muén:

Hé coquan | Tan sudt (¥) Cac phan iing khéng

mong mudn

Ri loan tam than | Rdt hiém gdp | Ao giac.

R6i loan hé thong | Thudng gdp | Dau dau.

thin kinh Rdt hiém gdp | Chong mat, budn ngu, mat

ngu, tdm than van dong thai
qua, cogiat.

RGiloan tim mach | Rdt hiém gdip | Nhip tim nhanh, danh tréng
nguc.

Khéngro | KéodaikhoangQT.

Réiloantiéuhda| Thudng gdp | Khé miéng.

Rdt hiém gdp [Pau bung, buén nén, nén,
khotiéu, tiéu chay.

R6i loan gan mat | Rdt hiém gdip | Tang men gan, téng bilirubin,

viémagan.
Khéngré |Vangda.
Réiloandavamé| Khéngré |Nhaycdmanhsang.

dudi da

RGi loan coxuong | Rdt hiém gdip | Pau co.
khdpvamolién
két

Réiloanchung | Thudng gap | Métmaoi.

Rdt hiém gdp | Phan ing qua man (nhu sé¢
phén vé, pht mach, khoé thg,
ngta, phat ban, may day).

Khéngré | Suy nhugc.

(*) Tan suat tac dung khéng mong muén dugc dinh nghia nhu
sau: Rat thudng gdp (ADR = 1/10), thudng gép (1/100 < ADR <
1/10), it gap (1/1000 < ADR < 1/100), hiém giip (1/10000 < ADR <
1/1000), rat hiém gap (ADR < 1/10000), khéng ré (khéng dugc
udctinh tirdirliéu c6 san).

QUALIEUVA CACHXUTRIi:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Dua trén nhiing thir nghiém 1am sang khi dung liéu 1én dén 45 mg
desloratadin (gdp 9 lan liéu thudng dung), khéng quan sét thdy
nhting tac dung lam sang c6 lién quan.
Cachxutrikhidung thudc qualiéu:

Desloratadin khéng bi loai trir béng thdm phan mau nhung
chua biét cé bjloai trif qua tham phan mang bung khéng. Trong
trudng hgp qua liéu, xem xét nhiing bién phap thich hgp dé loai
b phan hoat chat chua dugc hap thu. Khuyén céo diéu tri triéu
chiing va diéu trihé trg.

QUYCACHDONGGOI:

Hop 1vix10vién, hop3vix 10vién.

DIEU KIEN BAO QUAN:

Bao quan &:Noikho, nhiét d6 dudi30°C, tranh anh sang.

Bao quan trong bao bi géc clia thudc.

HAN DUNG: 36 thang ké tir ngay san xuat. Khéng dung thudc
quahanstrdung daghitrénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO SO SAN XUAT:
CONG TY €O PHAN XUAT NHAP KHAU Y TE
DOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phudng My
Phu, Thanh phé Cao Lanh, Tinh Béng Thap
DOMESCO Diénthoai: 1800.969.660
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