https://trungtamthuoc.com/

(lw/Bw) %1 ‘0 unseqs
INSOIIN

uop 9y ogntuH

RVThué'c ké don RPrescription drug

d P CO d
oa

Uxkcosmv Erpemees KcosMm [

O
ong to ong d ORMATIO
dung 0 e €0 osed
O Q 0 0 rao OR eep d
g do dudi 30 0 g pe b
O
D -
Ebastin 0,1% (1mg/ml) - ; 0 . b 0 OUT © O
D O
O ) OR
DK/Reg 0
0 0 0
ga g. D
D p. Da
ORA »,
OP 0 OX OF BO 0 3
D
O ouo oang Dong a
g Do g ong




https://trungtamthuoc.com/

(lw/Bwl) %10 unseq
INSOIN

uop 94 ognuLH

RThué'c ké don

Uxkcosm Py JKcosSM




https://trungtamthuoc.com/

(lw/Bwl) %10 unseqs
INSOIN

upp 9 ,ognuua

RThué’c ké don e RPrescription drug
Uxkcosv Peipssess JKcOSM
3 A A 0
O Q 8) 0 )

0 do duo 0

A
b 0 b e0
3]0, O D D
O D
DK/Reg 0
o) 0 0
ga g. D
D p. Da
»
RO UO ORA
0 0 OX OF BO 0
O DUO
g




MAU NHAN CHAI 30 ML

RThuc‘)’c ké don

BAO QUAN: Ngi khé rao, tranh anh
sang, nhiét dé dudi 30°C.

THANH PHAN:

Méi ml siro chua: K 0 M
EbasStnG 2: e i it snay c S

L e e N SR, BE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

CHi BINH, CACH DUNG, CHONG

CHi PINH VA CAC THONG TIN

KHAC: Xem trong to hudng dan s Ebastin 0.1% (Img/mi)
dung thuéc kém theo.

L6 SX
HD:

= Nha san xuat.
3 3 SIRO UONG X iy el
TIEU CHUAN: TCCS m @ CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Béng, phudng Hoang Béng
thi xa Duy Tién, tinh Ha Nam, Viét Nam

MAU NHAN CHAI 60 ML

RThufSc ké don . g
BAO QUAN: Nai khé rao, tranh anh
sang, nhiét do duai 30°C.

THANH PHAN:

M&éi ml siro chia

Ebastin........... SRR A U KCOSM 2 & 5
HEANOUITC <t o irerisrmmmistsamibees ¥ ( BE XA T,AM TeY TRE:EM >
POC KY HUONG DAN SU DUNG

TRUGC KHI DUNG

CHi BINH, CACH DUNG, CHONG

CHi BINH VA CAC THONG TIN

KHAC: Xem trong to huéng dan s(i Ebastin 0,1% (Img/mi)
dung thuéc kém theo.

L6 SX
HD

o Nha san xuat.
P 3 SIRO UONG " 5 4 ¥ i
TIEU CHUAN: TCCS CHAI 60 ML CONG TY CP DUOC VAT TU Y TE HA NAM
Cum CN Hoang Pong, phudng Hoang Bong
thi xa Duy Tién, tinh Ha Nam, Viét Nam

MAU NHAN CHAI 120 ML

RThufic ké don

BAO QUAN: Noi khé rao, tranh anh
sang, nhiét do dudi 30°C.

THANH PHAN:

M&éi ml siro chia:
RO BB e e am ol e Tt ond KCDSM

& T v o s e e DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

CHi BINH, CACH DUNG, CHONG

CHi BINH VA CAC THONG TIN

KHAC: Xem trong td hudng dan s(i Ebastin 0,1% (1mg/mi)
dung thuéc kém theo.

L6 SX:
HD

5 - SIRO UONG . Nha 5anA xuat. el
TIEU CHUAN: TCCS CHAI 120 ML CONG TY CP DUGQC VAT TU Y TE HA NAM
Cum CN Hoang Bong, phudng Hoang Bong
thi xa Duy Tién, tinh Ha Nam, Viét Nam
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UKCOSM
bastin............cc.cooeeeee oo L mg/ml)

UKCOSM

Cic dau hiéu lvu y va khuyén cao khi ding thuoce
Doc ky eong ddn sir dung tricdce khi ditng

Dé xa tdm tay fré em

Thanh phan cong thire thuoe
Mai ml siro chira:
Ebastin 1 mg

T4 duoc: Lactic acid, polyoxyl 40 hydrogenated castor oil, huong hoa qua tdng hop (tutti
fruity flavour), glycerin, methylparaben, propylparaben, liquid sorbitol (non-crystallising),
sucralose, sodium hydroxide va nuée tinh khiét.

Dang bao ché

Siro.

Siro uong khong mau dén hoi vang, mui thom, vi ngot.

Chi dinh
Dicu tri triéu chirng di (mg cua:

+ Viém mii di ung (theo mua va quanh nam) ¢6 hodc khong két hgp véi viem két mace di tmg
(nhu chay nude mui, ngira mii, ngra mat, chay nude mat, hit hoti).

+ May day man tinh vo cén.

+ Viém da di Gmg.

Cich dung, liéu dung

Liéu dung:

Nguwoi I6n vi tré em trén 12 tudi: 10 ml (10 mg ebastin)/lan x 1 lan/ngay.
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Tré em dwéi 12 tudi:
Tré em tir 6 dén 11 tuéi: 5 ml (5 mg ebastin)/lan x 1 lin/ngay.

Tré em tir 2 dén 5 toi: 2,5 ml (2,5 mg ebastin)/lan x 1 lan/ngay.

Tré em duwéi 2 tuoi: Chua xae dinh duge tinh an toan cia ebastin & tré em dudi 2 (di.
Déi twong dic bigt:

Nguroi cao 161

Khong can hiéu chinh liéu.

Suy than:

Khéng cin hiéu chinh liéu & bénh nhén suy thén,

Suy gan:

Khong cin hiéu chinh liéu & bénh nhan suy gan tir nhe dén trung binh.

Khéng diung qué liéu 10 mg & bénh nhén suy gan niing.

Cach dung

Duong uéng.

Thube ¢6 thé duge st dung trye tiép hodc pha véi nuée.

e

Str dung coc dong chia vach dé co thé lay duge ding lugng thudce twong tng voi licu can sur
dung.

Chong chi dinh

Quéa man véi ebastin hodc véi bat ky ta duge nao duge liét ké trong thanh phéin cdng thirc
thudc.

Canh bdo va thin trong khi dung thuoe

Thén trong khi ding cho nhtrng bénh nhén ¢6 nguy co tim mach nhu bénh nhén ¢6 khoang
QT kéo dai, ha kali mau, diéu tri dong thoi voi cac thuoce lam ting khoang QT hodc tre ché
enzym CYP3A4, nhu thude khiang nam azole nhu ketoconazole va itraconazole va khang sinh
macrolide nhu erythromycin (xem phan Tuong tac, twong ky cta thudc).

Tuong tac duge dong hoc ¢6 thé xay ra khi dung ebastin vai rifampicin (xem phéin Tuwong tac,
tuong ky cua thudc).

Thén trong khi dung ebastin cho bénh nhan suy gan ndng (xem phéan Céch dung, liéu dung).
Vi ebastin dat duge hiéu qua diéu (ri trong khoang thoi gian (r 1 dén 3 gio sau khi ding,
khong nén dung trong céac truong hgp khan céip cua di Gmg cap tinh.

o%'o\\
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Canh bao ta diroc:
Thudc ¢6 chira polyoxyl 40 hydrogenated castor oil ¢é thé gy budn ndn hodc ti€u chay.

Thudc ¢6 chira methylparaben, propylparaben cé the gy ra cac phan tmg di (mg (¢6 thé xay
ra muon).

’
A

Thuoc ¢é chira liquid sorbitol (non-crystallising). Bénh nhén ¢6 cac vin dé di truyén hiém
gip veé khong dung nap fructose khong nén dung thudce nay.

St dung thuoc cho phuy niv ¢6 thai va cho con bn

Phu nit ¢6 thai

Chua xac dinh duogc tinh an toan cua cbastin & phuy niv ¢6 thai.

Cac nghién ctru trén dong vt khong cho thay tac hai trye ti€p hogc gian ti€p v€ doc tinh sinh
san. Nhu mdt bién phap phong ngira, 10t nhat nén tranh st dung ebastin trong thoi ky mang
thai.

Cho con bt

Nguoi ta chua biét lidgu ebastin ¢o duge bai tiét vao sira me hay khong. Mire dé lién két cao
vai protein (> 97%) cia ebastin va chét chuyén hoa chinh ciia n6, carebastin, cho thily ring
thude khong bai tiét qua sira me. Dé phong ngira, 6t nhit nén tranh sir dyng ebastin trong thoi
ky cho con bu.

Kha nang sinh san

Chua ¢6 san dir licu vé anh hudng cua ebastin doéi vai kha nang sinh san & nguoi.

Anh hwéng cia thuoce 1én khi ning lai xe, viin hinh may méc

O liéu diéu tri khuyén céo, ebastin khong anh hudng dén kha nang lai xe hodc van hanh may
moc.

Twong tic, twong ky ctia thude

Tuong tac khi két hgp ebastin voi ketoconazole hodic erythromycin (¢a hai hgp chét déu gay
tang khoang Q'l'c) da dugce nghién clru. Véi ca hai su két hop, twong tac duge dong hoc va
duoce lue hoe da dugce ghi nhan, dén dén tang ndng do ebastin trong huyél tuong va carebastin
& mot mire do thiip hon, ma khong c¢o bat ky hau qua dang ké vé duge Iye hoe trén lam sang,
Khoang kéo dai QTc chi xép xi 10 mili gidy so v&i khi chi ding ketoconazole hoic
erythromycin don dgc. Tuy nhién, nén than trong khi ding ebastin cho nhitng bénh nhin dang
diéu tri dong thoi véi thude khang nam nhém azole nhur ketoconazole hogic itraconazole va
khang sinh macrolide nhu erythromyecin.

3 €3 2 XG4
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Tuong tic duge dong hoc di duge quan st thay khi dung ebastin véi rifampicin. Nhitng
trong tac nay ¢é the dian dén giam ndng do thude trong huyét trong va giam tac dung khang
histamin.

Khong c6 twong tac nao duge ghi nhiin gitra ebastin va theophylline, warfarin, cimetidine,
diazepam va ruou.

IChi dung ebastin cung véi thire dn, ndng do trong huyét tuong va AUC cua chit chuyén hoa
chinh cua ebastin tadng gap 1,5 dén 2,0 lan. Sy gia ting ndy khong lam thay doi Tuax. Dung
ebastin v&i thyce pham khong lam thay doi tac dung 1dm sang cua thudc.

Ebastin ¢6 thé anh hudng dén két qua cua ciac xét nghiém di ing da, vi vily khong nén tién
hanh cac xét nghiém nay cho dén khi da ngirg thudce 5-7 ngay.

Thudc ¢6 thé lam tang tac dung cua cac thuode khang histamin khac.

Tac dung khéng mong mudn ciia thude

Béang dudi diy bao gdm céc phz’lh tng bat loi duge bio cdo trong cac thir nghiém 1am sang va
trong qué trinh theo ddi sau khi tiép thi, theo quy wéc sau: rit thuong gap (> 1/10), thuong
gip (= 1/100 dén < 1/10), it gap (> 1/1.000) dén < 1/100), hiém gap (> 1/10.000 dén
< 1/1.000), rat hiém gip (< 1/10.000) va khdng 1o tan suét (khong thé udc tinh tr di lidu
cd san).

R . i | e . Thuwong gip Hiém gap . ~
Phiin logi theo hé [ Rat thwong p « | Khong 1o
P i (=z 1/100 dén|(= 1/10.000 dén| *
thong co quan gip (= 1/10) tan suat
< 1/10) < 1/1.000)

RO loan hé 111611g Phan (ng qua man
mién dich (nhu  phan  vé va

phu mach)
R6i loan chuyén Téang khau Vi
hoa va dinh dudng
R&i loan tam than Lo lang, mét ngu
Réi  loan  hé | Dau diu Budn ngu Chong  mdt, giam
than kinh cam giac, rbi loan

vi gidc
R&i loan trén tim | Danh rong  ngue,

nhip tim nhanh
RO loan tiéu hoa - | Kho miéng Pau bung, ndn, budn

) non, kho tiéu

Roi loan gan mit Viém gan, or mat, xét

nghi¢ém chirc nang

gan bt thuong (ting

transaminase,
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gamma-GT,
phosphatase kiém va
bilirubin)
Roi loan da va mo Mé day, phat ban da,
dudi da viém da
Roi loan hé sinh Rdi loan kinh nguyeét
san va tuyén va '
Cac rdi  loan Phu, suy nhuge
chung va tai chd
Nghién ciru  bd Tang cén
sung

Bio cao cac tac dung khoéng mong mudn

Vige bao cdo cac tac dung khdong mong mudn sau khi thudce duge phé duyét 1a rat quan trong.
N6 cho phép tiép tuc theo ddi danh gia loi ich/rai ro cua thudc. Cac chuyén gia cham séc sure
khoe duge yéu ciu bao cao bat ky tac dung khong mong mudn nao (61:

Trung tam DI &ADR Qudc gia
13 - 15 L. Thanh Tong, Ha Noi

Website: www.canhgiacduoc.org.vn

Qua liéu va cach xar tri

Trong cac nghién ciru duge thye hién ¢ li€u cao 1€n dén 100 mg, 1 lan/ngay, khong co6 diu
hi¢u hodc tri¢u chirng cu thé nao dugce quan sat thay.

Néu c¢o bat ky dau hi¢u ngd doc do dung thude qua licu can: tién hanh ria da day, theo doi

cac chirec ndang sinh (16n bao gom dién tdm do va dicu tri tricu chimg,

Chura ¢6 thuoce giai doc dic hi€u cho ebastin.

Dic tinh dwoe e hoc

Nhom duge ly: Thude khang hist_iamin thé hé 2,

Ma ATC: RO6GA X22.

Co ché: ‘

Ebastin e ché nhanh va kéo dai 1én cac phan Gmg do histamin giy ra, dong thoi thé hign 4
Iwe lién két manh vai thu thé Hy.

Sau khi udng, ebastin va cdc chat chuycn hoa khong qua duge hang rao mau nao. Dic diém
nay pht hop véi tac dung an than thap dugce xac dinh trong cac thi nghiém nghién ciru vé tac
dung cua ebastin trén hé than kinh trung vong.
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Dir lidu in vitro va in vivo cho thily ebastin la mot chat doi khang manh, c6 tac dung kéo dai
va chon lgc cao trén thy thé Hy histamin ma khong ¢6 tac dung phu trén than kinh trung wong
va tac dung khdng cholinergic.

Diroe lire hoc:

Céc nghién ciru vé nong do histamin trong ving wheal (ving da do ndi nglra) da cho théy tac
dung khéng histamin ¢ y nghia théng ké va lam sang bét ddu sau 1 gior va kéo dai hon 48
gio. Khi da ngimg st dung sau mét dot diéu tri 5 ngay voi ebastin, hoat tinh khang histamin
van cho tac dung trong hon 72 gidy, thé hién song song qua nf“mg do ctia carebastin trong huyét
twong.

Sau khi dung lap lai, su trc ché céc thy thé ngoai vi van & mirc khong dbi, ma khong gy quen
thude. Nhivng két qua nay cho thdy ring ebastin & liéu it nhit 10 mg ¢6 téac dung tre ché cic
thy thé histamin Hy ngoai vi nhanh, manh va kéo dai, pht hop voi liéu duy nhit trong ngay.
Téc dung gy an than duoc nghién ciru thong qua dién nio dd, hoat dong nhan thire, kiém (ra
tich hop thi gidc va van dong, trén co s& danh gia chi quan. Khéng c¢6 s gia ting dang ké vé
tic dung an than & licu khuyén cao. Nhitng két qua nay pht hgp véi nhirng thir nghiém mu
déi trén lam sang. Ty 1é tac dung an than cta ebastin twong dwong véi gia duge.

Téc dung (rén tim mach cua ebastin da dugc nghién clru trong cac nghién ciru lam
sang. Khong ¢6 sy anh huéng 1én tim mach déng ké nao duge quan sat thiy trong cac bio cdo
phén tich chi tiét, véi liéu Ién dén 100 mg mdi ngay (gip mudi lan lidu khuyén cdo hang
ngay).

Pic tinh dwoe dong hoc
Hap thu, phiin bo:

Sau khi udng ebastin dugc hap thu nhanh va chuyén hoa lan dau dang ké tai gan thanh
carebastin, chét chuyén hoa acid ¢é hoat tinh.

Ca ebastin va carebastin déu lién két manh véi protein (2 97%).

Sau khi udng mot licu 10 mg, ndng do dinh trong huyét tuong ctia chat chuyén hoa dat duoc
sau 2,6 dén 4 gio va dat mue 80 dén 100 ng/ml.

Dung tiép lieu 10 mg 1ap lai mdi ngay mot lan, trang thai dn dinh dat dwoc trong 3 dén 5 ngay
véi ndng do dinh trong huyét twong tir 130 dén 160 ng/ml.

Chuyén héa:

Cdc nghién ctru in vifro trén microsom gan cua nguoi cho thiy ebastin duge chuyén héa chi
yéu thanh carebastin thong qua enzym CYP3A4.

Da ghi nhéin sy tang dang k¢ ndng do ebastin va carebastin trong huyét trong khi ding dong
thoi ebastin voi ketoconazole hodc erythromycin (ca hai chit trc ché CYP3A4) trén nhirng
nguoi tinh nguyén vién khoe manh (xem phan 4.5).

-: A’“\//
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Thai trer:

Thot gian ban thai cua carebastin 1a tir 15 dén 19 gio véi 66% thude duge thai trir chu yéu
qua nudc ticu dudi dang cac chat chuyén hoa lién hop.

Doi tiwgng dic biét:

Ngiroi cao uoi:

Khong ¢6 sy khac biét co y nghia thong ké vé duge dong hoc ctia ebastin & nguoi cao tudi so
Va1 nguoi tré tuoi. 5

Bénh nhan suy gan, suy thdn )

Nong do trong huyét twong cuia ebastin va carebastin thu dugc trong ngdy diu tién va ngay
thir nam diéu tri & nhirng bénh nhan suy thin nhe, trung binh hodc nang (liéu hang ngay 20
mg) va & nhitng ngudi suy gan nhe, trung binh (tit ca véi lidu 20 mg/ngay) hodc ning (liéu
10 mg/ngay) twong tr nhu két qua thu duge & nhitng ngudi tinh nguyén khée manh, cho thy
rang dic tinh dugc dong hoc cta ebastin va chét chuyén hoa cia né khong ¢6 thay doi dang
ké & nhing bénh nhéan suy gan hodic thian véi cac mire dé khic nhau.

Dit li¢u an toan tién lim sang

Dir li¢u tién ldm sang cho thay khong c6 tac dung c6 hai déng ké nao dya trén cac nghién ciru
thong thudng vé an toan duge ly, ddc tinh licu 1dp lai, dde tinh di truyén, kha nang gy ung
thu va doc tinh sinh san.

Quy cach dong goi

Hop | chai 30 ml, 60 ml, 120 ml, kém t& huéng dan su dung.

Diéu kién bio quan, han dung, tiéu chuan chat lwgng cia thude
Diéu ki¢n bao qudin: Noi kho rao, tranh anh sang, nhiét do dudi 30°C.
Han dang: 24 thang ké (Ir ngdy sdn xudt, 30 ngay k¢ tir ngady ma nap.

Tiéu chudn chat lwgng cia thuoc: TCCS.

Tén, dia chi ciia co sé san xuit thube
CONG TY CP DUQC VAT TU' Y TE HA NAM

Cum CN Hoang Dong, phuong Hoang Dong, thi xa Duy Tién, tinh Ha Nam




