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TO' HUONG DAN SU DUNG THUOC
Vién nén bao phim SaVi Ebastin 10
® Thuée bdn theo don
Dé xa tim tay ciia tré em
Doc kj hudng déin sik dung trweée khi ditng
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong mong muén gdp phai khi sit dung thuédc

A. HUONG DAN SU DUNG THUOC CHO NGUOI

BENH

THANH PHAN, HAM LUQNG CUA THUOC
Ebastin .....cccceuiieieiiinciicincscceeeeeee 10 mg
Té dirge VIR B0 2 ssmsimaisisasessesassnnssens 1 vién

(Cellulose vi tinh thé 101, lactose monohydrat, crospovidon

CL, natri croscarmellose, hydroxypropylcellulose, silic

dioxyd keo, magnesi stearat, hypromellose 6cps, polyethylen

glycol 6000, titan dioxyd, talc)

MO TA SAN PHAM

Vién nén tron, bao phim mau tréng, hai mat khum, mot mat

tron, m§t mét cé vach ngang, canh va thanh vién lanh lan.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

THUOC DUNG CHO BENH Gi

SaVi Ebastin 10 dugc dung dé diéu tri:

- Viém miii di ong (theo mua hodc quanh nidm), cé hodc
khong kém viém két mac di tmg.

- May day tu phat, eczema, viém da, ngua.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU

LUQNG

Cdch diing

Thudc dung dudng ubng, lic no hozc déi.

Liéu lwgng

Theo chi dinh cua béc s§ diéu tri.

- Viém miii dj tng: 1 - 2 vién x 1 lan/ngay.

- May day, eczema, viém da, ngira: 1 vién x 1 lin/ngay.

Bénh nhén suy thdn: Khong cin chinh liu néu thdi gian

diéu tri < 5 ngay.

Bénh nhdn suy gan: O bénh nhan suy gan nhe dén vira,

khéng cin chinh liéu néu thoi gian didu tri <7 ngay. Bénh

nhén suy gan néng sir dung ti da 1 vién x 1 1in/ngay.

Ngudi cao tuéi: ¥s vién x 1 1An/ngay.

KHI NAO KHONG NEN DUNG THUOC NAY

M3n cam véi ebastin hoic bét ky thanh phin nao cua thudc.
Khéng nén dung thubc nay dé diéu trj may day & thanh thiéu
nién dudi 18 tudi va diéu tri viém miii di Gng & tré em dudi
12 tudi.

TAC DUNG KHONG MONG MUON

RGt thuong gap, c6 thé xday ra nhiéu hon 1 trong 10 nguoi
Hé thin kinh: Nhirc ddu.

Thudng gdp, ¢6 thé xay ra it hon 1 trong 10 nguoi

Hé thén kinh: Lo mo.

Hé tiéu hoéa: Kho miéng, khé chiu da day.

Hiém gdp, ¢6 thé xay ra it hon 1 trong 1000 nguoi

Phan (mg di tng: Séc phan vé, phit mach.

Téam thin: Lo lng, mit ngo.

Heé thén kinh: Chéng mit, giam cam giac, rbi loan vi giac.

Tim mach: Banh tréng nguc, tim dép nhanh.

Hé tiéu héa: Pau bung, budn nén, ndn, tiéu chay, viém ludi.
Gan: Bit thudng xét nghiém chic ning gan [tang
transaminase, gamma-GT (gamma glutamyl transferase),
phosphatase kiém va bilirubin].

Da: May day, phét ban, viém da.

Co quan sinh san: Réi loan kinh nguyét.

Hé tiét nidu: Tiéu kho.

R&i loan chung: Phu né, mét méi, ting can, tirc nguc, néng
bing.

Ngoai ra con c6 mot sé tic dung khéng mong muén sau:
Tang huyét 4p, tiéu nhiéu, rung téc, tang uré huyét, xut hién
dudmg trong nudc tidu.

NEN TRANH DUNG NHUNG THUOC HOAC THUC
PHAM Gi KHI PANG SU DUNG THUOC NAY

Théng béo cho béc sy hodc dugc sy néu ban da dung, dang

diing hoc ¢6 thé dung cac thubc sau:

- Erythromycin (khéng sinh)

- Ketoconazol, itraconazol (thudc trj ndm)

- Thudc tri AIDS

- Rifampicin (thudc tri lao)

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG

THUOC

Néu quén thudc, bo qua lidu da quén. Khéng dugc ubng gép

doi liéu.

CAN BAO QUAN THUOC NAY NHU THE NAO

Béo quan thudc & noi khd, nhiét do khong qué 30 °C, tranh

4nh sang. Khong dung thudc da qua han sir dung ghi trén

nhan.

DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC

QUA LIEU

Khi ding thudc qué lidu, c6 thé c6 trigu chimg nén.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

KHUYEN CAO

Trong trudng hop qua lidu, ngudi bénh cdn théng bio ngay

cho bac sy, dugc sy hodc dén bénh vién gé‘m nhét.

NHUNG DPIEU CAN THAN TRONG KHI DUNG

THUOC NAY

- SaVi Ebastin 10 c6 chira lactose, thng bao cho bac s¥ néu
ngudi bénh khdng dung nap lactose.

- Khong tu y ngung thubc.

- Thdng béo cho béc sy trude khi sir dung thuéc nay néu c6
dién tAm dd bt thudong (thudng xay ra khi cé bénh tim), bi
ha kali mau, suy gan ning, dang ddng thoi sir dung thubc
khéc.

Trwong hop cd thai

Chua c6 thong tin vé tinh an toan cta thudc trén thai nhi.

Théng bao cho bac sy néu ban dang c6 thai, c6 thé dang c6
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thai hoic ¢6 ké hoach c6 thai.

Trwong hop cho con b

Chua xac dinh thudc ¢ vao sita me khéng. Khéng udng
thudc nay khi dang cho con bi.

Tdc djng cila thudc khi ldi xe va vin hanh mdy mdc

Khi dung & liéu khuyén cdo, thubc khong anh hudng 1én
kha nang l&i xe hodc van hanh may méc. Pa s6 cac bénh
nhén sau khi dung thuéc van c6 thé l4i xe hoic tham gia
vao céc hoat dong doi hdi su tinh tdo. Tuy nhién, cé mot sb
trudng hop bi chéng mat, budn ngu sau khi dung thude.
Trong trudng hop nay, khuyén céo khong nén lai xe hodc
van hanh may méc.

KHI NAO CAN THAM VAN BAC SY, DUQC SY
Ngudi bénh c6 tién sir man cam véi bit ky thude nao.

Ngudi bénh sir dung thudc khac khi dang diéu tri.

Ngudi suy giam chirc ning gan, ngudi ¢6 kali méau thip, c6
dién tam dd bit thudng.

Tré em.

Phu nit mang thai hozic c6 k& hoach mang thai.

Phu nit cho con bu.

Néu cdn thém thong tin xin héi  kién bdc sy hodc dwge sj.

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét.
Sén xuft tai:

TRACH NHIEM TRON VEN
CONG TY CO PHAN DUGC PHAM SAVI
(S‘alhpharm J.S.C)
L6 Z01-02-03a khu Cong nghiép trong khu Ché xudt Tan
Thuén, phudng Tan Thuén Péng, quén 7, thanh phd H) Chi
Minh.

Dién thoai: (84.8) 37700142-143-144
Fax: (84.8) 37700145

NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHO CAN
BO Y TE

DUQC LUC HQC

Nhém duge ly: Thudc khang histamin khéc ding toan than
Mia ATC: RO6AX22

Co ché tic dung:

Ebastin 13 din chét piperidin, cé tac dung tc ché chon loc,
nhanh va kéo dai thu thé H, cua histamin. Thuéc khéng c6
tdc dung khéang cholinergic. Thudc khong c6 tac dung an
than hogc khang muscarinic khi dung & liéu khuyén cdo.
Ebastin va chat chuyén héa ctia né khong qua hang rao méu
ndo. Téc dong khang histamin trén da dugc quan sat thiy sau
khi ubng thudc 1 gitr va kéo dai 48 giv. G liéu khuyén céo,
ebastin khong c6 téc dong trén tim. Khi ubng lap lai lidu 100
mg/ngdy hoic udng lidu duy nhit 500 mg/ngdy, c6 thé giy
tang nhe nhip tim din dén 1am gidm khoang QT nhung
khéng anh huéng déng ké dén QT.

DUQC PONG HQC

Hip thu

Thubc hép thu nhanh qua dudng udng. Thirc an c6 thé lam
ting AUC (Area under the curve: Dién tich dudi dudng
cong) ctia chit chuyén héa chinh ctia ebastin (carebastin) tir
1,5 - 2 lan nhung khéng lam thay d6i T (Time of
maximum concentration: Thoi gian dé dat nong do t5i da
trong huyét twrong) va khong anh huéng dén tic dong cua
thuéc trén 14m sang. Sau khi udng lidu 10 mg ndng d6 dinh
trong huyét tuong (Cma : Maximum concentration) ctia
carebastin dat tir 80 - 100 ng/ml sau 2,6 - 4 gid. Sau khi
ubng lidu 13p lai 10 mg/ngay, trang thai 6n dinh dat dugc sau
3 - 5 ngay v&i Cpa dat tir 130 - 160 ng/ml. Sau khi udng lidu
duy nhét 20 mg, sau 1 - 3 gid;, Cy,, trung binh ctia ebastin 1a
2,8 ng/ml va cia carebastin 12 157 ng/ml.

Phén b

Hon 99,9% ebastin va khoang 97,4-97,7% carebastin gén
véi protein huyét tuong.

Chuyén héa

Mot luong dang ké ebastin dugc chuyén héa qua gan lan
dAu. Ebastin gn nhu dugc chuyén héa hoan toan thanh chét
chuyén héa c6 hoat tinh 12 carebastin. Nghién ctu in vitro
cho thiy ebastin chu yéu chuyén héa qua CYP2J2, CYP3A4.
Thai trir

Nira doi thai trir ctia carebastin 1a 15 - 19 gio. Khoang 63%
lidu ding duoc thai trir qua nuéce tidu dudi dang chét chuyén
héa va 16% liéu duge thai trir qua phan.

Nhitng nhém bénh nhin ddc biét

Bénh _nhdn suy gan: Nira doi thai trir ciia carebastin 1a 27
gio.

Bénh nhdn suy thdn: Nira doi thai trir ciia carebastin la 23 -
26 gio.

Neuoi cao tudi: Khong c6 sy khac biét dang ké vé dugc
dong hoc so véi ngudi tré tudi.

CHI PINH PIEU TRI

- Viém mili di Umg (theo mua hodc quanh nidm), c6 hodc
khéng kém viém két mac di tng.

- May day tu phat, eczema, viém da, ngira.
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LIEU LUQONG VA CACH DUNG

Cdch diung

Thudc dung dudng uéng, lac no hoic déi.

Liéu lwgng

- Viém miii dj tng: 10 - 20 mg x 1 lin/ngay, tiy theo mirc
dé nghiém trong.

- May day, eczema, viém da, ngita: 10 mg x 1 1dn/ngay.

Khéng nén diing thubc nay dé diéu trj may day & thanh thiéu

nién dudi 18 tudi va diéu tri viém mii dj tng & tré em dudi

12 tudi.

Bénh nhdn suy thdn: Khong can chinh lidu néu thdi gian

diéu trj <5 ngay.

Bénh nhdn suy gan: O bénh nhén suy gan nhe dén vira,

khong can chinh liéu néu thoi gian didu tri < 7 ngay. Bénh

nhén suy gan ning sir dung t6i da 10 mg x 1 lan/ngay.

Ngudi cao tuéi: Y vién x 1 1in/ngy.

CHONG CHIi PINH
Min cam véi ebastin hoic bét ky thanh phin ndo cua thudc.

CANH BAO VA THAN TRONG KHI SU DUNG

- SaVi Ebastin 10 c6 chira lactose, khong sir dung cho bénh
nhan khong dung nap galactose, thiéu hut Lapp lactase
hozc kém hép thu glucose va galactose.

- Thén trong & bénh nhéan suy gan néng.

- Thén trong néu bénh nhin dang ddng thoi sir dung céc
thuéc: Thudc tri ndm (ketoconazol, itraconazol), khang
sinh nhém macrolid (nhu erythromycin), thudc e ché
protease va thudc tri lao (rifampicin), thubc c6 thé lam
tang QT va thudc 1am ha kali mau.

Trwong hop cd thai

C6 rét it dir lidu vé viéc sir dung ebastin & phu nir c6 thai.

Céc nghién ciru trén dong vat cho thiy khéng c6 bing chimg

vé tic dong cua ebastin trén kha ning sinh san. Tuy nhién,

khong nén chi dinh thudc nay cho phuy nit ¢6 thai.

Truwong hop cho con bu

Chua x4c dinh thudc c6 vao sita me khong. Khong nén chi

dinh thudc nay cho phu nir dang cho con bi.

Tdc dpng cita thudc khi ldi xe va vin hanh mdy méc

Khi dung & liéu khuyén cdo, thuéc khong anh hudng 1én kha

nang lai xe hodc van hanh may méc. Pa sb cac bénh nhan

sau khi dung thudc van c6 thé 1ai xe hodc tham gia vao céc
hoat dong ddi hoi sy tinh téo. Tuy nhién, c6 mot sé trudng
hop bi chéng mit, budn ngu sau khi ding thudc.

TUQ.CUC TRUONG
P.TRUGNG PHONG

” F Minty //””f

TUONG TAC THUOC

- Ketoconazol, itraconazol, erythromycin: Lam ting néng
do ebastin va giam ndng do carebastin trong huyét tuong.
T}ly nhién, tuong tac ndy khéng c6 y nghia l1am sang déng
ke.

- Rifampicin: Lam giam ndng d va tic dong cua thudc
khéang histamin.

TAC DUNG KHONG MONG MUON

Rdt thuong géip, ADR > 1/10

Hé than kinh: Nhirc dau.

Thuong gap, 1/100 < ADR < 1/10

Hé than kinh: Lo mo.

Hg¢ tiéu héa: Kho miéng, kho chiu da day.

Hiém gdp, 1/10.000 < ADR < 1/1000

Phan ting dj (ng: Phan (g dj tmg (séc phan vé, phi mach).
Téam than: Lo ldng, mat ngu.

Hé than kinh: Chéng mit, giam cam gi4c, r6i loan vi gi4c.
Tim mach: Danh tréng ngyc, tim dap nhanh.

H¢ tiéu héa: Dau bung, budn nén, non, tiéu chay, viém ludi.
Gan: B4t thudng xét nghiém chirc ning gan [ting
transaminase, gamma-GT (gamma glutamyl transferase),
phosphatase kiém va bilirubin].

Da: May day, phét ban, viém da.

Co quan sinh san: R8i loan kinh nguyét.

He tiét niéu: Tiéu khé.

R&i loan chung: Phi né, mét moi, tang cén, tirc nguc, néng
bung.

Ngoai ra con c¢6 mot s§ tac dung khong mong mudn sau:
Tang huyét ap, tiéu nhiéu, rung téc, tang uré huyét, xuit hién
dudng trong nude tiéu.

Huéng din cich xir tri ADR:

Nén ngung dung thudc khi cé biéu hién tac dung khong *
mong mudn xuat hién. ;

QUA LIEU VA CACH XU TRi

mg/ngay.

Khong ¢6 thubc glal ddc ddc hiéu cua ebastin. Trong trudm, <
hop qua liéu, c6 the rira da day, diéu tri triéu chimg, theo dff‘ 7
cac chirc ning séng ké ca dién tam dd (theo ddi khoang QT)

trong it nhét 24 gid.

Tp. H6 Chi Minh, ngay 22 thang S nam 2017

: Lu.." Minh




