EBASTIN [awe -who)

VIEN NEN

Poc ky hwéng dan sir dung trieée khi dung.
Dé xa tam tay tré em.

THANH PHAN CONG THIPC THUOC:

M&i vién nén chira:

Thanh phén dwerc chéat: Ebastin 10 mg.

Thanh phan ta dwge: Cellulose vi tinh th&, Lactose monohydrat, Tinh bdt fién gelatin hoéa, Natri

croscarmellose, Polysorbat 80, Acid citric khan, Crospovidon, Magnesi stearat, Colloidal anhydrous

silica.

DANG BAO CHE:

Viénnén. '

Vién nén hinh tron, hai mét tron, mau trang.

CHIDPINH:

Piéu tri triéu chipng clia cac bénh sau:

- Viém mii di trng theo mua va quanh nam.

- No&i may day.

LIEU DUNG - CACH DUNG:

Liéu dung:

Ngudilén va tré em tir 12 tudi tré 1én: -

- Viém mii dj irng theo mua va quanh ndm: 1 -2 vién, 11an/ngay.

. Néimay day: 1vién, 11an/ngay.

D6i twrong bénh nhan dic biét:

- Bénh nhan suy than nhe, vira hodc nang: khéng can thiét diéu chinh liéu.

- B&nh nhan suy gan nhe va vira: khéng cén thiét diéu chinh liéu.

- Bénh nhan suy gan néng: chwa co6 kinh nghiém vé viéc st dung liéu ebastin cao hon 10 mg/ngay. Vi
vay, khong dwoc dung qua 10 mg/ngay cho ddi twgng bénh nhan nay.

- Néntiép tuc diéu tri cho dén khi hét cac triéu chirng.

Cach dung:

Udng nguyén vién véi mét it nwédre. Co thé diing thube trong hodc sau biva an.

Trwdng hop quén udng mét liéu dung: Hay ubng ngay khi nhé ra. Néu théi gian gan véi 1an ding thube

tiep theo, bé qua liéu da quén va hay dung liéu tiép theo vao théi gian thwdng 1&. Khéng dung liéu gap doi

dé bu vao liéu da quén. —r———— - e

Mét s6 lwu y dic biét vé xiv ly thudc trwére va sau khi sie dung thuéc:

Khéng c6 yéu cau déc biét vé xtr Iy thudc sau khi str dung.

CHONG CHI BINH:

® Bérgh nhén dj (rng v&i ebastin hoac bat ky thanh phan nao clia thubc (xem muc Thanh phén cong thirc
thudc).

- Tré emdwdi 12 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Théan trong khi dung ebastin cho bénh nhan bj hdi chirng QT kéo dai, bénh nhan bi ha kali mau va trong
truérng hop st dung dbng théi cac thube gay kéo dai khodng QT hoac (rc ché CYP3A4, nhw thubc
chéng ndm nhém azol (ketoconazol, itraconazol) va khang sinh macrolid nhw erythromycin (xem muc
Tuwong tac, twong ky ctia thube).

- Do c6 twong tac duge ddng hoc gilra cac thude khang lao nhw rifampicin nén can than trong khi dung
ebastin v&i cac thubc trong nhém nay (xem muyc Twong téc, tirong ky cia thude).

- Than trong khi dung thuéc cho bénh nhan suy gan ndng (xem muc Liéu dung — cach dung).

- Céac canh béo lién quan dén ta duoc:

Thubc cb chira ta dwoc lactose, do d6 bénh nhan cé cac van dé vé di truyén hiém gap nhw: khdng
durg:; nap galactose, thiéu hyt lactase toan phan ho&c kém hép thu glucose-galactose khéng nén diing
thuoc nay.

SU’DUNG THUOC CHO PHU N(F CO THAI VA CHO CON BU:

Strdung thubc cho phy nircé thai:

Dir liéu nghién ciru vé viéc str dung ebastin & phu nir mang thai cdn han ché. Cac nghién ciru trén dong

vat khdng cho thay tac ddng cé hai trire tiép hodc gian tiép. Tuy nhién dé& dam bao an toan, can tranh st

dung ebastin khi mang thai.

Strdung thuéc cho phu nicho con bi:

Chua rd ebastin c6 bai tiét qua sira me khong. Ebastin va chat chuyén héa chinh carebastin lién két

manh v&i protein huyét twong (17 1€ lién két cha ebastin la 97%), diéu d6 cho thay khéng cé sy bai tiét

thudc vao sira me. Tuy nhién, t6t nhat khéng nén sir dung ebastin trong théi ky cho con ba.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Da c6 cac nghién clru rong rai trén ngurdi vé tac dung clia ebastin dén chirc nang tam than va qua dé cho

thay, thudc khong gay anh hwéng. O liéu diéu tri, ebastin khéng anh hwdng dén kha néng I4i xe va st

dung may moc. Tuy nhién, & nhirng d6i twong nhay cam véi ebastin, bénh nhan can nhan thirc dwoc
cac hanh vi ca nhan trieére khi tién hanh hodc thyre hién cac hoat @dng phire tap vi thubce co thé gay ra tinh
trang bubn ngu va chéng mét (xem muc Téc dung khéng mong mudn cda thube).

TUPONG TAC, TWONG KY CUA THUOC:
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Twong tac ctia thudc:
Céc nghién clru twong tac gilra ebastin v&i ketoconazol hodc itraconazol va erythromycin cho thay Iam

tdng ndng dd ebastin trong huyét twong va giam ndng dd carebastin nhing khéng anh hwdng dang ké
dén hiéu qua lam sang. Tuy nhién, can than trong khi ding phdi hgp ebastin véi ketoconazol,
itraconazol, erythromycin, clarithromycin, josamycin dé tranh ting nguy co réi loan nhip that & nhirng
dbi twong nguy co cao (hdi chirng QT kéo dai bAm sinh).

Da c6 bao cao vé cac twong tac dugec ddng hoc gitra ebastin va rifampicin. Nhirng twong tac nay co thé
dén dén nbng dd ebastin trong huyét twong thap hon va lam gidm tac dung khang histamin ctia thube.
Khong thay twong tac nao dwgc ghi nhan gitra ebastin v&i theophylin, warfarin, cimetidin, diazepam
hoac ruqu.

Dung thudc chung véi thirc &n khéng anh hwéng dén hiéu qua lam sang ciia ebastin.

Twong ky ctia thudc:

Do chuwa c6 cac nghién cieu vé tinh tirong ky ctia thubce, khdng tron 18n thube nay véi cac thube khac.
TAC DUNG KHONG MONG MUON CUA THUOC:

Trong mét phan tich tdng hg'p clia thir nghiém Iam sang dbi chirng véi gia dwgc trén 5.708 bénh nhan
dung ebastin, cac tac dung khdng mong muébn thuéng gap 1a khé miéng va budn ngui. Cac tac dung
khéng mong muén lién quan dén diéu tri trong cac thir nghiém 1am sang & tré em (n = 460) twong t nhur
cac trwdng hgp gap & ngudi lén.

Céactan suét sau day dwoc st dung dé phan loai tac dung khdng mong muébn (ADR):

Réat thworng gap (ADR 2 1/10)

Thwong gap (1/100<ADR < 1/10)

ltg&p (1/1.000 <ADR < 1/100)

Hiém g&p (1/10.000 <ADR < 1/1.000)

R4t hiém gap (< 1/10.000)
Chura biét (khdng thé wérc Ivgng dwec tin suét tie dir liéu sin co)
Hé co quan Tan suét Tac dung khéng mong muédn
Hé mién dich Hiém gap Phan (’ng qua man (nhw phan vé, phit mach)
Rat hiém gap Céac biéu hién ctia dj (’ng ndng
Tam than Hiém gap Lo 4u, mét ngd
Than kinh Rét thwong gap | Paudéu
Thuwong gap Nglga
Hiém gap Chong mat, gidm cam giac, rdi loan vi giac
Tim Hiém gap Nhip tim nhanh, danh tréng ngwc
Hé tiéu hoa Thwéng gap Khd miéng
Hiém gap Budn nén, ndn, dau bung, khoé tiéu
Gan mat Hiém gap Viém gan, r mat, xét nghiém chirc ndng gan béat
thwong (tang transaminase, gamma-GT, phosphatase
kiém va bilirubin)
Da Hiém gap Nb&i mé day, phat ban da, viémda
Hé sinh san va tuyén v(i | R4t hiém gap R6i loan kinh nguyét
Toan than Hiém gap Phu, suy nhuoc

Théng bao ngay cho bac sy hodc dwore sy nhieng phan tng c6 hai gap phai khi stedung thuée.
QUA LIEU VA CACH XU TRIi:

Trong cac nghién clru véilieu cao t&i 100 mg, 11an/ngay, khéng thdy céc tribu chisng hode dau hidu qua
lidu dang ké vé& mat lam sang.

Xtp tri khi qua liéu

- Khéng cb thudc gidi doc dic hiéu.

- Riradaday.

« Diéu tri triéu chirng.

- Theo déi chirc ndng sinh tdn nhw dién tam dé (ECG).

QUY CACHDONG GOI:

Hop 1 vix 10 vién nén.

Hop 3 vix 10 vién nén.

Hop 10 vix 10 vién nén.

PIEU KIEN BAO QUAN:

Khéng qua 30°C, tranh 4m va anh sang.

HAN DUNG:

24 thang ké tlr ngay san xuét.

TIEU CHUAN CHAT LUQONG CUA THUOC:

Thubc dat theo tiéu chuén dwoc dién Nhat.

Cosésdnxuét:
& CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM
S6 04, dworng 30/4, phwdrng 1, TP. Cao Lanh, Ddng Thap, Viét Nam
IMEXPHARM  iotiine: 1800555535 Email:imp@imexpharm.com
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