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Rx Thuéc ké don
FLASHCIME

(Ebastire... .. . sivvenvoesn 2 mIG)
Tén thude

FLASHCIME

Cac dau hiéu lwu y va khuyeén cao khi dung thude
Poc k¥ hudng dan sir dung trude khi ding
Pé xa tam tay tré em

Thudc nay chi ding theo don thudc

Thanh phan cong thire thude

Moi vién nén phan tan trong miéng chira:

T4 duoc: Microcrystalline cellulose (M101), mannitol, crospovidone, aspartame, menthol,
magnesium stearate, povidone K30.

Dang bao ché

Vién nén phan tan trong miéng

Vién nén tron mau trang dén trang nga, canh va thanh vién lanh 1an, c6 vach ¢ gitra c6 the
chia vién thanh 2 phan bang nhau.

Chi dinh
Piéu tri triéu ching dj (g cua:

+ Viém mii di img (theo mua va quanh ndm) ¢6 hodc khong két hgp vdi viém két mac di
irng (nhu chay nude mii, nglra mii, nglra mat, chay nwde mat, hat hoi).

+ May day man tinh vo cén.

+ Viém da di ing.

Céch dung, litu ding
Liéu dung:

Nguwoi [6n va tré em trén 12 tudi: 10 mg/lan x 1 lan/ngay. Néu can, c6 thé tiang lidu 1én 20
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mg/lan x 1 lan/ngay.

Tré em dwdi 12 tudi:

Khong khuyén khich ding dang bao ché nay cho tré em dudi 12 tudi.

Doi twong ddc biét:

Nguoi cao tudi

Khéng phai hidu chinh liéu.

Suy thdan:

G bénh nhan suy than nhe, trung binh hodc ning, khong can hiéu chinh lidu.

Suy gan:

Khong can thiét phai diéu chinh lidu & bénh nhén suy gan nhe hodc trung binh. Khong ¢6
nghién ciru nao duoc ti€n hanh vai licu trén 10 mg & bénh nhédn suy gan ning, do do, ¢
nhitng bénh nhan nay, khéng nén dung qua li€u 10 mg ebastin/ngay. Trong trudng hop
nay, nén st dung dang vién 10 mg.

Viée didu tri ¢6 thé duge kéo dai dén khi céc triu chitng bién mat.

Cach dung
Dung dudng udng.
Thude ¢6 thé duge ding cung hodc khéng cliing véi thirc an.

Chi tach thude khoi vi ngay trude khi udng bing tay kho. Ngay khi tach ra khoi vi, dat vién
thudc 1én ludi, tai day thudce duge hoa tan nhanh chéng. Khong nhat thiét phai udng nuéce
hay chat long khac. - B
Chéng chi dinh

Qué man v6i Ebastin hodc véi bat ky t4 duge nao trong thanh phan cua thude.

Canh béo va thin trong khi dung thudc

Thén trong khi dung cho nhitng bénh nhan cé nguy co tim mach nhu bénh nhan cé khoang
QT kéo dai, ha kali mau, diéu tri ddng thoi véi cac thube giy kéo dai khoang QT hodc
thude e ché enzym CYP3A4, nhu thudc chéng ndm nhém azol nhu ketoconazol va
itraconazol va khang sinh macrolid nhur erythromycin (xem muc “Twong tac, twong ky cta
thuoc™).

Tuwong tic duge dong hoc cé thé xay ra khi dung ebastin cling véi rifampin (xem muc
“Tuong tac, twong ky cta thude”).
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Than trong khi dung ebastin cho bénh nhéan suy gan ndng (xem muyc “Cach dung, lidu
dung™).

Ebastin dat hidu qua diéu tri sau khi ung 1 - 3 gid, do d6 khong nén dung trong céc trudng
hop khén cép cua di tmg cap tinh.

Thudc c6 chira Phenylalanin (Aspartame), ¢ thé nguy hiém v&i ngudi phenylketon niéu.

Sir dung thubdc cho phu nit ¢6 thai va cho con bu

Phu ntt ¢6 thai

Dit liéu vé viéc sir dung ebastin & phu nit mang thai con han ché. Céc nghién ctru trén dong
vat khone cho thiv tac hai truc tiép hodc gian tiép vé dgc tinh sinh san. Nhu mét bién phap
phong ngira, tot nhét 13 traui ... *ng shastin trong thoi ky mang thai.

Cho con bu

Ngudi ta chua biét liéu ebastin c6 duge bai tiét vao sita me hay khong. Mirc do lign két
protein cao (>97%) cua ebastin va chét chuyén héa chinh cua né, carebastin, cho thiy réng
thudc khong bai tiét qua sita me. Nhu mét bién phap phong ngira, tdt nhaét 1a tranh st dung
ebastin trong thoi gian cho con bu.

Kha ning sinh san

Khong c6 dit liéu vé kha nang sinh san cua ebastin ¢ nguoi.

Anh huéng cia thuoc 1€n kha nang lai xe, van hanh may moéc

O nguoi, chire nang van dong da duge nghién ctru rong rdi va khong phdt hig¢n anh huong
nao. Khi ding licu khuyén cdo, ebastin khong anh huong dén kha ning 141 xe va van hanh
may moc.

Tuy nhién, & nhitng ngudi nhay cam cé phan ting bit thudng v&i ebastin, nén biét phan
rng cua tirng ca nhin trude khi bénh nhan lai xe hodc thuce hién céc hoat dong phic tap:
c6 thé xay ra budn ngi hodc chéng mit (xem muc “Tac dung khéng mong mudn cua
thude”).

Twong tic, twong ky clia thude

Tuong tac khi két hop ebastin véi ketoconazol hodc erythromycin (ca hai chit déu lam kéo
dai khoang QTc) da dugce nghién ctru. Vi ca hai sy phéi hop thude, mot twong tac duge
dong hoc va duge lue hoc di duoc ghi nhan, din dén ting nong do ebastin trong huyét
tuong va carebastin ¢ mQt mirc do thdp hon, ma khong gy bét ky hiau qua dwgc luc hoc
nao dang ké trén 1am sang. Su kéo dai khoang QTc chi dai hon khoang 10 mili gidy so voi
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khi chi dung ketoconazol hodc erythromycin. Tuy nhién, nén than trong khi dung Ebastin
cho nhitng bénh nhan dang diéu tri phdi hop véi céc thude khing nam nhém azol nhu
ketoconazol hoic itraconazol va cac khang sinh macrolid nhu erythromycin.

Tuong tac duge dong hoc dd dugce phat hién khi diing ebastin véi rifampicin. Nhiing tuong
tac nay co thé dan dén giam nong do thudc trong huyét tuong va giam tic dung khing
histamin.

Chua c6 béo céo ndo vé tuong tac giita ebastin va theophyllin, warfarin, cimetidin,
diazepam va ruou.

Khi dung ebastin cung vé&i thire an, ndéng do trong huyét tvong va AUC cua chét chuyén
héa acid c6 hoat tinh chinh ctia ebastin tang gap 1,5 dén 2,0 lan. Piéu nay khong lam thay
ddi Tmax. Dung ebastin véi thirc &n khong lam thay ddi tic dung lam sang cua thude.
Ebastin ¢6 thé anh huong dén két qua cua cac xét nghiém chuén doén vé di Gng trén da, vi
vay khong nén xét nghiém sau 5-7 ngay nglng thudc.

Ebastin c6 thé lam ting tic dung ciia cac thude khang histamin khéc.

- A A > A
Tac dung khong mong muon cua thuoc

Céc tac dung khong mong mudn ctia thude dugce phan loai nhu sau: rat thuong gip (= 1/10),
thuong gip (> 1/100 dén < 1/10), it gap (= 1/1.000 dén < 1/100), hiém gip (= 1/10.000 dén
< 1/1.000), rat hiém gdp (< 1/10.000) va khong 16 tin sudt (khong thé ude tinh tir di lidu
c6 san).

HE co quan Rét thwong | Thwong gip | It gip Hiém gip Khéng rd
gip (>1/10) | (=1/100 dén | (>  1/1.000 | (21/10.000  dén | tin suat
< 1/10) dén < 1/100) | <1/1.000)

Roi loan hé Phan Gng qua man

mién

thdng
dich

cam (nhu phan vé
va pht mach)

ROi loan tim
than

Lo ling, mit ngu

ROi loan hé
than kinh

Pau dau

Budn ngu

Choéng mat, giam
cam giac, roi loan
nhip tim

Roi loan tim

Panh trong nguc,
nhip tim nhanh

Roi loan ti€u
hoéa

Kho miéng

Pau bung, nodn,
buon non, kho ti€u
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Roi loan gan
mat

Viém gan,  mat,
xét nghiém chic
nang  gan bt
thuong (ting
transaminas,
gamma-GT,
phosphatase kiém
va bilirubin)

ROi loan da va
mo dudi da

Meé day, phat ban
da, viém da

Hé thong sinh
san va tuyén vui

R6i loan kinh
nguyét

Réi loan chung

Phu, suy nhuge

ROi loan Téang
chuyén hoéa va khiu vi
dinh dudng

Nghién ciru bd Téng can
sung

B4o cio cac tac dung khong mong muon

Viéc bao cao cac tac dung khong mong mudn sau khi thude dugce phé duyét la rat quan
trong. N6 cho phép tiép tuc theo doi danh gia lgi ich / rui ro cua thudc. Cac chuyén gia
chim sée sire khoe duogce yéu ciu bao cao bat ky tac dung khong mong mubn nao téi:

Trung tdm DI & ADR Quéc gia
13 - 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

r IA b 14 d r
Qua lieu va cach xi tri
Trong cac nghién ciru duge thue hién ¢ liéu cao 1én dén 100 mg, chua cé dau hi¢u hodc
triéu chitng cu thé nao duge quan sat thay. Chua c6 thude giai doc dic higu cho ebastin.
Can tién hanh rira da day, theo ddi cac dau hiéu sinh ton, bao gom ca dién tdm do va dicu
tri triéu ching.

Pac tinh dwge lwe hoc
Nhém duge ly: Thude khang histamine thé hé 2,
Ma ATC: RO6AX22.
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Co ché tie dung:

Ebastin (r¢ ché nhanh va kéo dai 1én céc phan (mg do histamin gay ra, dong thoi thé hién ai
lyc lién két manh véi thy thé H,.

Sau khi udng, ebastin va cac chit chuyén héa khong qua dwge hang rao mau néo. Dac diém
ndy giai thich véi tac dung an than thap duge xac dinh trong cac thi nghiém nghién ctu vé
tac dung cta ebastin trén hé thin kinh trung uong.

Dit liéu thir nghiém in vitro va in vivo cho thay ebastin la mot chét dbi khang manh, tic dung
kéo dai va c6 tinh chon loc cao trén thy thé histamin H; ma khong gdy tac dung phuy trén than
kinh trung wong va tac dung khang cholinergic.

Dugc luc hoc

Céc nghién ciru vé histamin trong ving wheal (ving da do ndi ngtra) di cho thdy tac dung
khéng histamin c6 y nghia thong ké va lam sang bit dau tir sau 1 gid va kéo dai hon 48 gid.
Sau kbt ngimy i dyuna mot dot didu tri 5 ngdy véi ebastin, hoat tinh khéng histamin van cho
tac dung trong hon 72 gi¢. Tac dung nay sung song véi ndng d6 trong huyét twong clia chét
chuyén hoa acid chinh c6 hoat tinh, carebastin.

Sau khi dung lap lai, sw trc ché cac thy thé ngoai vi van duy tri & mic khong doi, khong gay
quen thudc. Nhitng két qua nay cho thay ring ding ebastin véi lidu tir 10 mg trd 1én, mot
lan/ ngay cho tac dung trc ché céc thu thé histamin Hy ngoai vi nhanh, manh va kéo dai. Liéu
hang ngay 20mg cho tac dyung trong vong 24 gi&r vuot trdi so voi cac thudc khang histamin
khac.

Tac dung an than duoc nghién ctru thong qua dién ndo dd, hoat dong nhan thirc, kiém tra tich
hop thi giée - vén dng va danh gia chi mang tinh chu quan. Tac dung an than khong tang
c6 ¥ nghia thong ké khi ding lidu khuyén céo. Nhitng két qua nay phu hgp véi két qua thu
duogec tir cac thir nghiém mu doi trén lam sang: Tac dung an than cua ebastin twrong duong
véi gia dugce.

Téc dung trén tim mach ctia ebastin dd dugc nghién ctru trong cdc nghién ctru 1am sang.
Trong céc bdo céo phan tich chi tiét, chura quan sét thay anh huéng dng ké nao lén tim mach,
véi lidu [én dén 100 mg mdi ngay (gdp 10 lan lidu 10mg ding hang ngay va 5 lan liéu 20mg
dung hang ngay).

Pic tinh dwge dong hoc
Hilp thu, phin bé:

Sau khi udng, ebastin hip thu nhanh va chuyén héa lin dau dang ké tai gan thanh chét
chuyén héa acid c6 hoat tinh, carebastin.

Ca ebastin va carebastin déu lién két manh véi protein huyét twong (= 97%).
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Sau khi uéng liéu duy nhat 10 mg, ndng do dinh trong huyét twong cta chit chuyén héa
dat duoc sau khodng tir 2,6 dén 4 gio va dat nong d¢ 80 — 100 ng/ml.

Dung liéu duy nhat 10mg hang ngay lap lai, trang thai on dinh dat duogc sau 3 dén 5 ngay
v&i ndng do dinh trong huyét twong tir 130 dén 160 ng/ml.

Sau mot lidu duy nhat 20 mg, ndng do dinh trong huyét twong ctia ebastin dat dugce sau 1
dén 3 gio, va dat ndng do trung binh la 2,8 ng/ml. Nbng do dinh trong huyét twong cia chét
chuyén héa carebastin 1a 157 ng/ml.

Chuyén héa:

Cac nghién cttu in vitro v&i cac microsom gan & ngudi cho thdy rang ebastin dugc chuyén
héa thanh carebastin qua enzym CYP3A4. Péi véi nhitng ngudi tinh nguyén khoé manh,
viée dung dong thoi ebastin vé&i ketoconazol hodc erythromycin (ca hai chét e ché
CYP3A4) c6 lién quan dén sy ting déng ké ndng d6 ebastin va carebastin trong huyét twong
(xem muc “Tuong tac, tuong ky cua thude”).

Thai trie:

Thoi gian ban thai cua chét chuyén hoa acid tir 15 dén 19 giov, véi 66% thude duoc bai tiét
qua nude tiéu, chu yéu & dang chét chuyén hoa da lién hop.

Déi twong dic bigt:

Ngwdi cao tudi:

Khéng c6 su khac biét co y nghia théng ké vé duge dong hoc clia ebastin & ngudi cao tudi
$0 v6i ngudi tré tudi.

Bénh nhdn suy gan, suy thdn

Nong do trong huyét twong cia ebastin va carebastin thu duge trong ngay dau tién va ngay
thir nam diéu tri & nhitng bénh nhan suy thin nhe, trung binh hodc ning (lidu hang ngay 20
mg) va ¢ nhitng ngudi suy gan nhe, trung binh (lidu 20mg/ngay) hodc ning (liéu
10mg/ngady) twong tu nhu nong do thu duge & nhitng ngudi tinh nguyén khoe manh, cho
thdy ring dic diém duge dong hoc clia ebastin va chét chuyén hoa ctia n6 khong thay ddi
dang ké gitra nhitng bénh nhan suy gan hogc than & cac mirc do khac nhau.

Dir liéu an toan tién lAm sang

Dit liéu tidn 1am sang cho thdy khong c6 tac dung c6 hai déng ké nao dya trén céc nghién
ctru thong thuong vé an toan duge 1y, doc tinh lidu lap lai, doc tinh di truyén, kha ning giy
ung thu va ddc tinh sinh san.

Quy cach doéng géi
Hop 2, 5, 10 vi PVC/Alu x vi 10 vién, kém t& hudng dan str dung.
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Hop 2, 5, 10 vi Aluw/Alu x vi 10 vién, kém to hudng dan sur dung.
Piéu kién bao quan, han ding, tiéu chuan chat lwong ciia thude
Bao quan

Noi kho rao, tranh 4nh sang, nhiét dd dudi 30°C.

Han ding

36 thang ké tir ngay san xudt.

Tiéu chudn chét lirong cia thudc

TCCS

Tén, dia chi ciia co sé san xuit
‘ CONG TY CP DUQC VAT TU Y TE HA NAM
Cum CN Hoang Pong, phudong Hoang Pong, thi xa Duy Tién, tinh Ha Nam
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