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HUONG DAN SU DUNG THUOC

RXERIBCA suspension

(Ebastine 0,1% (ki/t1))

Thubc nay chi dimg theo don thubc

Doc kj hwedng dén sir dung triede khi dimg

Pé xa tdm ta 1y tré em

Thong bao ngay cho bdc st hodc dugce st nhiing tac dung khong mong mudn gdip phai
khi sir dung thudc

THANH PHAN CONG THU'C THUOC:

Mdi ml hén dich uéng ERIBCA suspension chira:

Thanh phén hoat chit: Ebastine .....................cccooeeeiiii.. | mg

Thanh phin ti duge: Polyoxyl 40 hydrogenated castor oil, citric acid monohydrate, sodium benzoate,
liquid sorbitol, xanthan gum, huong diu, saccharin sodium, mau dé ponceau 4R, nudc tinh khiét.

DANG BAO CHE: Hon dich udng.
M@ ta: Hdn dich mau héng nhat dén hdng, hoi sanh, vi ngot, mii dau.

CHI DINH:

Piéu tri triéu ching cta viém mii di img (theo mua hodic quanh nim), viém két mac di ting, may day

va viém da di img.

LIEU DUNG VA CACH DUNG:

Liéu dung:

- Nguoi Ion va tré em tir 12 tudi tré [én: Mot liéu 10 ml (twong duong 10 mg ebastine) mdi ngay.

- Tréem tir 6 dén 11 tusi: Mot lidu 5 ml (twong dwong 5 mg ebastine) mdi ngdy.

- Tréemtir 2 dén 5 tudi: Mot 1idu 2,5 ml (twong dwong 2,5 mg ebasting) mdi ngay.

- Tré em dudi 2 tudi: Khong ding thudc nay cho tré em dudi 2 tudi do tinh an toan cia thude trén dbi
tuong ndy chua duge thiét 1ap.

- Ngudi cao tuéi: Khong can thiét phai didu chinh liéu.

- Bénh nhdn suy thin: Khong can didu chinh liéu.

- Bénh nhén suy gan tir nhe dén trung binh: Khoéng can chinh liéu.

- Bénh nhan suy gan ndng: khong nén vuot qua lidu 10 mg ebastine (10 ml) mai ngay.

Viée didu tri ¢6 thé duge kéo dai cho dén khi céc (riéu chimg bién mal.

Céch dung:

Dung dudmg udng. Cé thé udng true iép hoidc pha loding véi nude.

C6 thé udng ciing hoic khong cling véi bita an.

Cach dong lugng hon dich thude bé.ng coe phan liéu: @6 thude vao cde dén vach chia thé tich twong tmg

véi lidu dung dugc chi dinh, uéng hét thude trong cbe va rira sach cée.

CHONG CHI DINH:

Qu4 min véi ebastine hay véi bét cir td duoc nao ctia thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Than trong khi dung cho nhimg bénh nhén ¢é nguy co vé tim nhu kéo dai khoang QT, ha kali méu,
diéu tri ddng thoi véi cée thude 1am tang khoang QT hoic tic ché men CYP3A4, ching han nhu thude
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khang ndm azole (ketoconazole, itraconazole), khang sinh macrolide (erythromycin).

Tuong tac duge dong hoc c6 thé xay ra khi diing ddng thdi ebastine v6i rifampicin.

Thén trong khi ding ebastine cho bénh nhin suy gan ning.

Vi cbastine dat dén hiéu qua diéu trj sau khi udng tir 1 dén 3 gid nén khéng duge dung thudc trong céc
truomg hop di (mg nang, cp tinh.

Khéng dung thudc nay cho tré em dudi 2 tudi do tinh an toan clia thude trén doi tuong nay chua dugc
thiét 1ap.

Thube c6 chira sorbitol: khong nén dimg thudc nay cho bénh nhan bj bénh di truyén hiém gip khong
dung nap fructose.

Thude cé chira methyl paraben, propyl paraben: nén than trong kha ning gay phéan tng di tmg (c6 thé

mudn).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai:

Khéng c6 hoiic ¢o rét it dit lidu vé viée sit dung ebastine trén phy nit ¢6 thai.

Nghién clru trén déng vét khong cho thdy tic dong c6 hai truc tiép hodc gian tiép 1én kha nang sinh
san, su phat trién cua bao thai va sau sinh. Tuy nhién, dé dam bao an toan, chi nén sir dung cbastine &

thai phu khi that sy cin thiét va phai c6 chi dinh cua bac sy. \
Phu nit cho con bu: ct
Chura biét ebastine ¢6 dugc bai tiét vao sita me hay khéng. Mtic d9 lién két protein cao (> 97%) clia (LJJE
ebastine va chét chuyén héa chinh ctia né (carebastine) c6 thé cho théy thudc khéng bai tiét qua sita 4|
me¢. Tuy nhién, d¢ dam bao an toan, chi nén stir dung ebastine ¢ thai phu khi théat sy can thiét va phai co ?*_‘:

=

chi dinh cua béac s¥.

ANH HUONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

D4 cé bio cdo v& tac dung phu giy dau ddu, budn ngu nén can thén trong khi dung ebastine khi l4i xe
va van hanh may moc.

TUUNG TAC, TUONG KY CUA THUOC:

Twong tdc ciia thudc:

Ubng dbng thai ebastine va ketoconazol hoic erythromycin ¢6 thé lam ting néng do ebastine va
carebastine trong huyét trong va kéo dai khoang QT, nhung khéng c6 hu qua duge luc hoc dang ké vé
mit 14m sang. Tuy nhién, khuyén cao sir dung cbastine mdt cach than trong cho nhimg bénh nhan dang
diéu trj dﬁng thoi véi thude khang nim azole, chfmg han nhur ketoconazole hoac itraconazole, va khang
sinh macrolide nhu erythromycin.

Téc dung khang histamin cta ebastine c6 thé giam khi dimg ddng thoi véi rifampicin.

Khi ding ebastine cting véi thire &n, ndng dé trong huyét twong va AUC cua ebastine va chét chuyén
hoa chinh ciia ebastine ting tir 1,5 d&n 2 1an. Su gia ting nay khong lam thay d6i Tumax. Viée sit dung
ebastine véi thitc in khong lam thay dbi tic dung 14m sang cua thude.

Ebastine ¢6 thé anh huéng dén két qua cta céc xét nghiém di (mg da, vi vy khong nén tién hanh cac
xét nghiém nay cho dén khi da qua 5-7 ngay ké tir khi ngimg dung thude.

Ebastine c¢6 thé lam tiang tic dyung cha céc thube khang histamine khac.

Twong ky cia thude:

Do khing ¢6 cac nghién ciru vé tinh tuong ky cua thudc, khéng tron 14n thube nay véi céc thude khac.
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TAC DUNG KHONG MONG MUON CUA THUOC (ADR):
Trong mét phén tich téng hop cac thur nghiém 1am sang cé dbi chimg véi gia duoc duge thuc hién trén
5.708 bénh nhan duoc diéu tri bang ebastine, cac tac dung khéng mong muén duge béo cdo thuéng
xuyén nhét 1a dau hong, dau dau, khd miéng va budn ngu.
Céc tac dung khéng mong mudn diroc bdo céo trong cdc thir nghiém 14m sang & tré em (n = 460) tuong
tu nhw cac phan img ¢ nguoi lom.
Tém tit cde tic dung khéng mong mudn cia thube:
Tén suét phén loai nhu sau:

Rat thirong gdp (ADR > 1/10)

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

It gap (1/1000 < ADR < 1/100)

Hiém gdp (1/10000 < ADR < 1/1000)

Rdt hiém gip (ADR < 1/10000)

Khéng ré (khéng thé wéc tinh duoc tir cdc dit liéu hién cé)
géc phan tmg bat loi ¢6 thé lién quan dén ebastine trong c4c thir nghiém 1am sang dugc ghi nhan dudi

ay:

Hé co quan Téc dung phu Tan suat
Hé mién dich Phan img qui min (nhu sdc phan vé va phi mach) Hiém gap
5;;!1‘:1@:“‘13%‘:1”;“ 103 | T4ng cam gide thém in Khong 1
Réi loan tim thén Lo lang, mat ngt Hiém gip
Dau diu Rét thuong gap
Hé thén kinh Budn ngi Thudng gap
Chéng mit, giam cam giac, réi loan vi giac Hiém gip
Tim Danh tréng ngue, nhip tim nhanh Hiém gap
N Kho miéng Thuong gép
Tiéu héa = ;
| Pau bung, budn nén, ndén, kho tiéu Hiémgip |
Viém gan, 1 mat, xét nghiém chirc nang gan bét thudng ]
Gan mat (ting transaminase, gamma-GT, phosphatase kiém va | Hiém gap
bilirubin)
Da va mé6 dudi da Mé day, phat ban, viém da Hiém gap
t(;l‘; i S SAN V2 | B logn kinh nguyét Hiém gap
Z?::L%an ehung vd Phii né, suy nhuoc Hiém gap
Khac Tang cén Khéng rd

Thong bdo ngay cho bdc sj hodc dwgc sj nhitng phan ieng cé hai gdp phai khi siv dung thubc.

QUA LIEU VA CACH XU TRIi:

Trong cac nghién ciru ding lidu cao, khéng c¢6 déu hiéu hoic triéu chimg dang ké ndo vé mit 1am sang
duge quan sat & liéu 1én dén 100 mg x 1 1an/ngdy. Khong ¢6 thude giai doc dic hiéu cho ebastine. Co
thé xem xét rira da day, theo d6i cac déu hiu quan trong (bao gbm dién tim db) va diéu tri tridu chimg.
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CAC PAC TINH DUQC HOC:

Dugc lwc hoc:

Ma ATC: RO6AX22

Nhém diwge Ij: Thude khéng histamin sit dung duomg toan than.

Ebastine itc ché nhanh chéng va kéo dai céc tie dung do histamine gdy ra, dong thoi ¢6 &i luc manh va
chon loc véi céc thu thé I1;.

Sau khi udng, ca ebastine va cac chét chuyén hoa cia né déu khong vuot qua duge hang rao méu nio.
Do d6 thube ¢ dic tinh an than thip, khong gdy budn ngu.

Céc nghién ciru trén cAc nbt sin do histamine gay ra dé cho thay tac dung khang histamine cua cbastine
cb y nghia théng ké va lam sang, bat dau trong vong 1 git va kéo dai hon 48 gid. Sau khi ngimg diéu
tri v6i ebastine trong 5 ngay, tac dung khang histamine van rd rang trong hon 72 gio. Két qua nay song
song véi ndng d6 trong huyét twong clia chit chuyén héa co hoat tinh chinh cia ebastine 12 carebastine.

Sau khi ding 1ap lai, sw tGc ché cac thu thé ngoai vi vAn & mirc khdng déi. Két quéa nay cho thiy ring
ebastine & liéu it nhit 10 mg tao ra sy ¢ ché nhanh chéng, manh mé va lau dai déi v6i cac thu thé
ngoai vi cla histamine H), phi hop véi chi dinh ding mét 1an/ngay.

Dic tinh an than dwoe nghién ciru thong qua céc bai kiém tra dién ndo, chire niing nhan thirc, phdi hop
vén déng va thi gidc, cling nhu cdc udc tinh chi quan. O lidu khuyén cdo, khéng thiy su gia tang dang
ké vé tac dung an thin. Két qua nay phd hop v6&i nhimg két qua thu dwgc trong céc thir nghiém 1am
sang mu déi: tdc dyung an than twong duong giira gia dugc v ebastine.

Tac dung trén tim ctia ebastine d4 dwoc nghién ciru trong cac thir nghiém ldm sang. Khong c6 tac dung
déng ké nao duge quan sat vai liéu 1én dén 100 mg mbi ngay.

Dwoc ding hoc:

Ebastine dugc hép thu nhanh chéng sau khi uéng va dugc chuyén héa gan nhu hoan toan & gan thanh
chét chuyén héa c6 hoat tinh 12 carebastine. Sau khi ubng mét lidu duy nhéat 10 mg tir 2,6 dén 4 gio,
néng do tbi da trong huyét twong cua chit chuyén héa dat tir 80 dén 100 ng/ml. Thdi gian ban thai cua
chat chuyén héa 1a tir 15 dén 19 gidy, v6i 66% duoc bai tiét qua nudce tiéu, chi yéu & dang chét chuyén
héa lién hop. Sau khi ding Iip lai 10 mg ebastine x 1 lan/ngay, trang thai 6n dinh dat duge trong 3 d&én
5 ngay voi nong d6 dinh trong huyét tuong tir 130 dén 160 ng/ml.

Céc nghién ctru in vitro véi microsome gan ngudi cho thiy ebastine duge chuyén hoa thanh carebastine
boi enzym CYP3A4. Dung déng thdi ebastine va ketoconazole hodc erythromyein (c4 hai chét tre ché
CYP3A4) cho nguoi tinh nguyén khoe manh cho thdy viée tang dang ké néng do cbastine va
carebastine trong huyét twong, dic biét véi ketoconazole.

Ca ebastine va carebastine déu gan két manh voi protein huyét twong (> 97%).

Khong ¢6 sy khdc biét cé y nghia thdng ké trong hd so duoc dong hoc ctia ngudi cao tudi so véi nguoi
tré tudi.

Nong d huyét twong cia ebastine va carebastine dat duoc trong ngay dau tién va ngay thir nam diéu tri
& bénh nhéan suy than nhe, trung binh hodc niang (20 mg/ngay), va ¢ nhitng nguoi suy gan nhe, trung
binh (liéu 20 mg/ngay) hodc nang (liéu 10 mg/ngay) twong tu nhu két qua dat duge & ngudi tinh
nguyén khoe manh, cho thdy dic diém duoc déng hoc cua cbastine va chét chuyén héa ctia nd khong
c6 nhimg thay doi dang ké & bénh nhin suy gan hodc thin & cac mirc d6 khac nhau.
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QUY CACH PONG GOT:

Hop 1 chai 30 ml, kém 1 t& huéng dén sir dung.
Hép 1 chai 60 ml, kém 1 t& huéng dan sir dung.
Hop 1 chai 100 ml, kém 1 t& hwéng dén siv dung.

BIEU KIEN BAO QUAN: Noi kho rfo, nhiét dé khéng qué 30°C, tranh 4nh séng. Diy nép kin sau
mdi Ian sir dung.

HAN DUNG: 24 thang k& tir ngay san xuét. Khong st dung thuéc sau 30 ngay ké tir ngay diu mé nip.
TIEU CHUAN CHAT LUQNG: TCCS.

Co 56 sdn xuit:
CONG TY CO PHAN DUGC PHAM PHONG PHU — CHI NHANH NHA MAY
USARICHPHARM
L6 s6 12, duong sb 8, khu cong nghiép Tan Tao, Phuong T4n Tao A, quan Binh Tan, TP. Hd Chi Minh
Co 56 ding ky:
CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, liu 10, tda nha The EverRich L, s6 968 duong Ba Thang Hai, phudng 15, quén 11,
TP. H6 Chi Minh

Tp. H6 Chi Minh, ngay< 4thing s| nim 10 %/,
Dai dién Co s¢ dang ky
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