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Huwéng din sir dung thude

Rx Thube nay chi ding theo dom thude

Jentsu
Dung dich udng
Khong dwgc tiém \

Pé xa tim tay tré em

Poc ki huong din sit dung trwée khi dung
THANH PHAN, HAM LUQNG CUA THUOC:
Mbi 1 ml dung dich chira

Thanh phén duwoc chat:

(twong duong 0,1% kl/tt)
Thénh phén td dueoc:
Cremophor RH 40, natri methyl paraben, natri propyl paraben, sorbitol 70%, sucralose, glycerin, acid citric,
natri hydroxyd, huong dau 1ong, nuéc tinh khiét.
DANG BAO CHE: Dung dich uéng
Mo ta san phdm: Dung dich uéng khéng mau dén vang nhat, mii d4u, vi ngot, khong c6 tiéu phan la hodc
vang méc.
CHi PINH:
Piéu tri céc triéu chimg cua viém miii di img theo mua hodc quanh nam c6 lién quan hodc khong lién quan
dén viém két mac di g, ndi mé day v cin man tinh va viém da di ing.
LIEU DUNG VA CACH DUNG:
Ngudi 16n va tré em trén 12 tubi: 10 ml ( 10 mg ebastin) x 1 1an/ ngay.
Tré em tir 6 dén 11 tudi: 5 ml (5 mg ebastin) x 1 lan/ ngay.
Tré em tir 2 dén 5 tudi: 2,5 ml (2,5 mg ebastin) x 1 1an/ ngay.
Tré em dudi 2 tudi: Su an toan cla ebastin chua dugc thiét lap.
Liéu leong ¢ mét 56 doi twong lam sing dic biét
St dung & bénh nhén méc bénh gan ning: Tham khao ¥ kién béc si hodc dwoc si trude khi dung.
- Bénh nhan cao tudi: Khong can diéu chinh licu.
- Suy than: O bénh nhén suy thén nhe, trung binh hoZc ndng, khong can diéu chinh liéu.
- Suy gan: O bénh nhin suy gan nhe hodc trung binh, khéng can diéu chinh liéu. Chua c6 nghién ciru nao
duoc thue hién véi liéu cao hon 10 mg & bénh nhan suy gan nang, vi vay khong nén vuot qua liéu khuyén céo
téi da (10 mg ebastin/ngay) & nhimg bénh nhan nay.
Diéu tri c6 thé kéo dai cho @én khi cdc triéu chitng bién mit.
Cdch dung:
Ding duong udng
C6 thé dung truc tiép hodic pha véi nudc, ding ciing hoiic khéng ciing véi thite an.
Chi sir dung cdc chia lidu c6 trong hop dung. Po liu lwong da chi dinh trong cbe dong, udng lidu lugng va

rira sach coc sau moi lan st dung.
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Trudng hop quén dung thuéc: Néu bénh nhan quén dung thudc, uong ngay sau’ khi\qho ra. Néu thoi diém nhé

ra gan v6i thoi diém ubng liéu tiép theo, hiy bo qua lieu d quén yé: t1ep tuc uong lu:u \Iaep theo nhu thuong I€.

Khong ubng liéu gap d6i dé b cho liéu da quén. 1 1 ]

Khdng nén vit bo thudc vao nudc thai hay rac sinh hoat. Hoi y klen duoc si cach b6 thude khéng sur dung

nita. Nhimg bién phap nay sé& giup bao vé mdi trudng. \

Lueu : Vit b6 dng néu khong sir dung hét. Khong dé lai cho liéu uong tiép theo.

CHONG CHI PINH

Qué min v&i Ebastin hay bat ky thanh phan nao cua thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Hoi ¥ kién bac si hoac duge s trudce khi ding Ebastin.

Thudc nay nén duoc sir dung than trong:

Thén trong khi st dung ebastin & nhimg bénh nhén c6 khoang QT kéo dai, ha kali huyét, st dung dong thoi

v6i céc thube 1am ting khoang QT hodc cac thudc tc ché enzym CYP3A4, nhu thudc khang ndm azol

(ketoconazol, itraconazol) va khang sinh macrolid (erythromycin).

Tuong tic duge dong hoc c6 thé xay ra khi diing ebastin véi rifampicin.

Than trong khi st dung Ebastine ¢ bénh nhén suy gan ning.

Vi ebastin dat duoc hiéu qua diéu tri tir 1 - 3 gio sau khi ding, khong nén st dung thudc trong c4c tinh trang

di tmg cép tinh.

Td dwgc:

- San phdm nay c6 chira sorbitol 70%. Bénh nhin mic cdc vin dé di truyén hiém gap vé khong dung nap
fructose khong nén st dung thudc nay.

- Sucralose: Bénh nhan ¢6 céc van dé di truyén hiém gap vé khong dung nap galactose, thiéu hut lactase toan
phén hodc kém hép thu glucose-galactose khong nén ding thudc nay.

- San phim thudc ndy chita it hon 1 mmol (23 mg) natri trong mdi lidu. N6i cach khéc, c6 thé duge xem 14

"khong c6 natri".

- San phdm cé chita natri methyl paraben, natri propyl paraben c6 thé gay phan g di (mg (phan (mg cham).

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

Phu nit mang thai

Dit liéu vé viéc st dung ebastin & phu nit mang thai con han ché. Cac nghién ctru trén dong vat khong cho

thay tac hai truc tiép hodc gian tiép vé doc tinh sinh séan. Dé phong ngira, nén tranh str dung ebastin khi mang

thai.

Phuy nit cho con bu

Chua biét ebastin ¢ duoc bai tiét qua sita me hay khong. Ebastin lién két protein cao (> 97%) va chét chuyén

héa chinh carebastin khong bai tiét trong sita me. Tranh sir dung ebastin khi cho con bu

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

Chirc nang tAm thin vin dong d4 dwoc nghién ciru rong rai & nguoi, khong co bét ky téc dung ndo dugc quan

sat thay. O liéu diéu tri khuyén céo, ebastin khong anh huéng dén kha nang i xe hodc sir dung médy moée.

Tuy nhién, ¢ nhitng ngudi nhay cam c6 phan Uing bat thudng voi ebastin, budn ngl hodc chéng mat ¢6 thé xay

ra.

TUONG TAC, TUONG KY CUA THUOC

Tuong tac cua thube

Tuong téc giita ebastin khi két hop véi ketoconazol hoic erythromycin (ca hai hop chat déu tao ra sy gia ting

khoang QTc) di dwgc nghién ciru. Tuong tac duge dong hoc va duge lue hoc di duogc quan sat thdy v&i ca hai
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su két hop, dan dén su gia tang ndng do ebastin trong huyét trong va G rnp;c do. thap hon 1a carebastin, ma
khong c6 hau qua dugce luc hoc c6 y nghia vé mat 14m sang. Sy gia tang QTc ddﬁ\fhhan cao hon khoang 10
mili gidy so v&i mitc quan sat dugc voi ketoconazol hodc ervthmmycm don thuan Tusr hién, khuyen céo nén
thdn trong khi dung ebastin cho nhimg bénh nhéan dang didu tri déng thoi-v6i. thude, klnang ndm azol, nhu
ketoconazol hodc itraconazol, va khang sinh macrolid nhu erythromycm

Tuong tac duoc dong hoc da dwoc quan st thiy khi ebastin duoc ding véi rifampicin. Nhitng twong téc nay
c6 thé 1am giam ndng d6 huyét twong va giam téc dung khang histamin.

Tuong tic giita ebastin va theophyllin, warfarin, cimetidine, diazepam va rugu chua dugc mé ta.

Khi ebastin dugc diing clng véi thitc in, ca ndng d6 huyét tuong va AUC ciia chit chuyén héa chinh ting tir
1,5 - 2 lan. Su gia ting nay khong lam thay d6i Tmax. Str dung ebastin v6i thuc phim khong lim thay doi
hiéu qua lam sang cua no.

Ebastin c6 thé anh hudng két qua xét nghiém di Ung trén da. Do d6, khong nén thuc hién céc xét nghiém nay
cho dén 5-7 ngay sau khi ngimg diéu tri.

Thudc c6 thé am ting tac dung ctia cac thude khang histamin khac.

Twong ky cia thude

Do khdng ¢6 cac nghién ciru vé tinh tuong ky ctia thudc, khong trén 13n thude ndy véi cc thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong mdt phan tich tdng hop cac thir nghiém lam sang c6 déi chimg gia duoc duoc thuc hién & 5.708 bénh
nhan duoc diéu tri béng ebastin, cac phan ung co hai duoc bdo céo phé bién nhét 1a nhirc dau, khd miéng va
budn ngu.

Céc phan tng ¢6 hai dugc bao cdo trong céc thir nghiém I4m sang & tré em (n = 460) twong tu nhu phan {mg
dugc quan sat thdy & ngudi 16m.

Tén suét tic dung khong mong mudn wéc tinh duoc phan loai theo quy wdc sau day: Rat thuong gap (> 1/10),
Thudng gip (> 1/100 dén < 1/10), ft gap (> 1/1.000 dén < 1/100), Hiém gap (> 1/10.000 dén < 1/1.000), Rat
hiém gip (< 1/10.000) va Khéng rd tan suat (khong thé wéc tinh tir dir liéu c6 sin):

Hé co quan Rit thwong gip | Thwong gip (1/100 Hiém gip Khéng ré tin
(ADR > 1/10) <ADR<1/10) | (1/10.000 < ADR < suat
1/1000)
Ri loan hé thong Phan tng quéd man
mién dich (chéng han nhu sbc
| phin vé vi phi
mach)
Réi loan chuyén héa Tang cam giac
va dinh dudng thém &n
R4i loan tm than Lo ldng, mat ngu
R&i loan hé than kinh | Nhirc dau Budn ngi Chéng mit, giam
cam giac, rdi loan vi
giac
R4i loan tim Panh tréng nguc,
_ tim dap nhanh
Réi loan tiéu héa Kho miéng Pau bung, non,

buon ndn, kho tiéu
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Hé co quan Rat thwong gip | Thwong gip (1/100 Hiém gip Khong ré tan
(ADR > 1/10) < ADR < 1/10) (1/10.000 < ADR < suit
77 0171000)
f‘.bju’éﬁ n6n, khé tiéu
R6i loan gan mét T Viem gan,  mat,
| 'xét nghiém ~chirc
'_nﬁng gan /'bét
tﬁufmg (o (ting
transaminase,
gamma-GT,
phosphatase  kiém
va bilirubin)
Rbi loan da va md Noi mé day, phat
dudi da ban, viém da
Roi loan hé thong ROi loan  kinh
sinh san nguyét
Réi loan chung va tai Phui né, suy nhuoc
vi tri diing thudc '
Dang diéu tra Téng cén

Hiebng din cdch xit tri tdc dung khong mong mudn

Théng bdo ngay cho bdc sy hodc dugc st khi gdp cdc tdc dung khong mong muén nhu trén khi sic dung thuée hodc
bdo cdo cdc phan vmg cé hai cia thudc vé Trung tdm Thong tin thuée va Theo ddi phan img c6 hai cua thudc
(ADR) Quéc Gia.

QUA LIEU VA CACH XU TRI

Triéu ching:

Trong céc nghién ctiru dugc thuc hién voi liéu cao, khong cé déu hiéu hodc triéu chimg c6 y nghia ldm sang
ndo dugc quan sét thdy & liu 1én dén 100 mg/lan/ngay

Xir tri:

Chua ¢6 thubc giai doc dic hiéu cho ebastin. Cin cén nhic rira da day, theo ddi céc dau hiéu sinh ton, bao
gdm dién tAm dd va diéu tri triéu chimg. Trong trudng hop dung qua liu hodc v6 tinh nuét phai, hiy tham
khao y kién béc si hodc duoc si ngay ldp tic, goi dén dich vu thong tin vé chét déc hodc dén bénh vién g%‘m
nhét. Mang theo lo thudc va toan bd hop thudc dé nhan vién y té c6 thé dé dang xac dinh loai thudc ban da
uéng.

DUQC LUC HQC

Nhém diéu tri dwge Iy: Thudc khéng histamin, ¢6 téc dung chon loc trén thu thé Hj.

Ma ATC: R06A X22

Ebastin tao ra su ttc ché nhanh chong va kéo dai cac tac dung do histamin gdy ra, va cho thdy 4i luc manh mé&
dbi v6i viée lién két vé6i céc thu thé HI.

Sau khi udng, ca ebastin va cc chit chuyén hoa cia né déu khong vuot qua hang rdo mau ndo. Dic diém nay
phu hop vé6i tinh chét an than thép dwoe quan sét thdy trong két qua nghién ciru tic dung cua ebastin dbi véi

hé than kinh trung wong.
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Dit liéu in vitro v4 in vivo chimg minh ring ebastin 12 mdt cht d6i khang manh, tic dung kéo dai va c6 tinh
chon loc cao trén céac thu thé histamine H1, khong c6 tdc dung phu trén hé than kinh trung wong va tic dung
khéang cholinergic.

Céc nghién ciru vé mén ngta do histamin gdy ra cho thdy tac dung khang histamin c6 ¥ nghia lam sang va
théng ké, bat ddu sau 1 gio va kéo dai hon 48 gio. Sau khi ngimg dung thudcArong B ng:ay didu tri bang
ebastin, tdc dung khang histamin van rd rang trong hon 72 gio. Hoat dong nay song song., vm nong do trong
huyét trong cua chat chuyén héa axit hoat déng chinh 1a carebastin. e PHAM .

Sau khi ding nhiéu lAn, tc ché thu thé ngoai vi dugc duy tri & mic khothg doi, khoug Xay ra séc nhanh.
Nhitng két qua ndy cho thdy ebastin véi lidu it nhét 10 mg tao ra sy tc ché nhanh chong, manh mé va kéo dai
céc thu thé histamine H1 ngoai vi, phtt hop v&i mét lan dung hang ngay. B

An thin duoc nghién ctru bang cach sit dung cac xét nghiém dién ndo, chic ndng nhén thic, phéi hop thi
gidc-van dong, cling nhu udce tinh chu quan. 0 lidu khuyén cdo, khong quan sat thdy su gia ting dang ké vé
thudc an thdn. Nhitng két qua nay phd hop v6i nhiing két qua thu duoc trong céc thir nghiém 14m sang mu
d6i: ty 1é an than c6 thé so sanh giita gia duoc va ebastine.

Téc dung tim cta ebastin 44 dwoc nghién ciru trong cc nghién ciu lam sang. Khong c6 tac dung tim dang ké
nao dwgc quan sat thdy trong cac phan tich chi tiét, & lidu lén dén 100 mg/ngay (gép mudi lan lidu khuyén céo
hang ngay).

DUQC DONG HQC

Sau khi udng, ebastin dugc hdp thu nhanh chéng, trai qua qua trinh chuyén héa l4n d4u quan trong & gan dan
dén su xuét hién cia chét chuyén héa acid hoat tinh cta no, carebastin.

Sau mot lidu ung duy nhét 10 mg, ndng do cao nhét trong huyét twong ctia chit chuyén héa thu dugc trong
khoang tir 2,6 - 4 gio va dat gid tri tir 80 - 100 ng/ml. Thoi gian ban hiy cia chét chuyén héa acid la tir 15 - 19
gio, voi 66% thudc duoc bai tiét qua nude tiéu, chi yéu & dang cac chit chuyén hoa lién horp Sau khi dung
liéu lap lai 10 mg mdi ngay mot 1an, dat duoc trang théi 6n dinh trong vong 3 - 5 ngay véi ndng dd cao nhat
trong huyét twong tir 130 - 160 ng/mL.

Cac nghién ciru trong dng nghiém véi microsome gan clia nguoi cho thdy ebastin duoc chuyén héa thinh
carebastin bdi enzyme CYP3A4. Dung dong thoi ebastin va ketoconazol hodc erythromycin (ca hai déu 1a
thude ttc ché CYP3A4) & nhitng ngudi tinh nguyén khde manh c6 lién quan dén ndng do ebastin va carebastin
trong huyét tuong ting déng ké, dic biét 12 v6i ketoconazol.

Ci ebastin va carebastin déu cho thiy lién két protein cao >97%.

Duge dpng hoc & mpt so doi twgng lim sing dic bi¢t

Khéng c6 su khac biét c6 y nghia théng ké ndo duoc quan sat thdy trong hd so dugc ddng hoc cia nguoi cao
tudi so v&i ngudi tré tudi.

Nong d6 ebastin va carebastin trong huyét twong thu duge trong ngay dAu tién va tht nam diéu tri & nhimg
bénh nhan suy thdn nhe, trung binh hodc ning (lidu 20 mg/ngay), va & nhimg ngudi suy gan nhe, trung binh
(lidu 20 mg/ngay) hodc ning (liéu 10 mg/ngdy) twong tw nhu & nhitng ngudi tinh nguyén khoe manhcho thiy
duoc dong hoc cua ebastin va chit chuyén héa ctia n6 khong c6 nhiing thay dbi dang ké ¢ nhitng bénh nhén bi
suy gan hodc thdn ¢ cdc mirc d khic nhau.

QUY CACH PONG GOI

Hop 10 éng x 5 ml dung dich uéng. Mang PVC/PE, kém t& huéng dén sit dung;

Hop 20 éng x 5 ml dung dich uéng. Mang PVC/PE, kém t& huéng dén sit dung;

Hop 30 bng x 5 ml dung dich uéng. Mang PVC/PE, kém t& huéng dén sit dung;

Hop 01 chai x 45 ml dung dich ubng. Chai thiy tinh kém theo cbe dong, to huéng dan st dung;
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Hop 01 chai x 60 ml dung dich udng. Chai thity tinh kém theo cbe dong, to huéng dan sir dung.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu kién bao quin: Noi kho, dudi 30°C, tranh 4nh sang.

Han diing: 36 thang ké tir ngay san Xuét.

Han dung sau khi mé nip: Khong qué 30 ngdy ké tir ngay m& nép.

Tiéu chudn chét lwgng ciia thude: TCCS

TEN bIA CHI CUA CO SO SAN XUAT THUOC
San xuét tai: CONG TY CO PHAN DUQC PHAM PHUONG DONG

P Dia chi: L6 sb 7, Duong s 2, Khu céng nghiép Tén Tao, Phudng Tén Tao, Thanh pho
\V/ D HO Chi Minh, Viét Nam
Dién thoai: (028) 37540724 — (028) 37540725

Téong Giam DocY

““Nguyén Vin Vinh
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