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PRL

1. Tén thudc: MEZABASTIN

2. Thanh phan: M3i vién nén bao phim chita:
Ebastin 10mg
T4 dugc vira du 1 vién

(Td dwoc gom: Microcrystalline cellulose, lactose, copovidon, crospdg

bét tale, colloidal silicon dioxid, opadry white)

3. Dang bao ché: Vién nén bao phim.

4. Dugec luc hoe, duge dong hoc:

- Duoc luce hoc:

Ebastin la chat khang histamin HI, c6 tac dung nhanh, chon loc va trong thoi gian dai. Ebastin

va céc chit chuyén hoa déu khong qua hang rdo mau nio nén khong c6 tac dung trén than kinh

trung uong. Ebastin ¢6 tic dung khang histamin sau 1 gi¢ ubng va kéo dai 48 gig. Sau 5 ngay

diéu tri, tic dung khéng histamin van con kéo dai trong 72 gi0 sau khi dung udng thudc.

Sur trc ché céc thu thé ngoai vi khong thay ddi khi dung thudc lién tuc. Nhitng két qua nay cho

thiy c6 thé dung lidu it nhat 10 mg ebastin ¢6 téc dung nhanh, manh va kéo dai trong mot ngay.

Trong cdc nghién ctu 1am sang, quan sat thay & lidu diéu tri ebastin khong kéo dai khoang QT

hogc ¢6 tac dung khong mong mudn trén tim. J liéu 100mg mdi ngay hodc 500mg lieu duy

nhat c6 su ting nhe nhip tim két qua lam giam khoang QT nhung khong lam giam khoang QTec.

- Dugc dong hoc:

Hip thu:

Sau khi uéng, ebastin dwoc hap thu nhanh qua dudng tiéu héa. Hap thu cing véi thirc dn béo

hip thu nhanh hon (lién két protein huyét twong ting 50%).

Phiin bé:

Sau khi udng lidu 10 mg, ndng do t6i da ctia cic chit chuyén hoéa trong huyét twong dat duge

sau 2,5-4 gi¢ la 80-100 ng/ml.

Khi uéng lién tuc 10 moz’hm’ngdy, duy tri dugce nong do dinh 6n dinh sau 3-5 ngay 1a 130-160

ng/ml. Khi udng liéu duy nhit 20mg, ndng dé dinh trong mau sau 1-3 gid trung binh [a 2,8

ng/ml. Ndng d6 dinh cta chét chuyen ‘10'1 carebastin trung binh la 157 ng/ml.

Trén 95% ebastin va carebastin lién két v6i protein huyel twong.

Khi ding thudc vé6i lwong thirc 4n cung lic, mirc do chat chuyen ho6a c6 hoat tinh trong huyet

twong ting lén 1,6-2 lan. Tuy nhién, diéu nay khong thay ddi thoi gian dé thude dat ndng do t6i

da trong mau (Cmax) va khong anh hwong dén hiéu qua lam sang cua ebastin.

Chuyén héa:

Ebastin duoc chuyén héa hoan toan & gan thanh carebastin.

Thai trie:

Thoi gian ban thai ctia chit chuyén hoa khoang 15-19 gid, 66% ebastin dugc thai trir qua nuée

tiéu dudi dang céc chét chuyén hoa lién hop.

Dugc ddng hoc clia ebastin va carebastin tuyén tinh trong khodng liéu tir 10 dén 20 mg.

Dugc dong hoc trong tr uoug hop ddc bxer

+ 0 nhitng bénh nhén cao tudi: Thong s duoc dong hoc khong thay d6i.

o 0 bénh nhan suy thén:

O bénh nhén suy than nhe va vira dwogc diéu tri voi litu 20mg ebastin, AUC va Cmax cia

carebastin tang tuong (mg 50%-80% trong ngay dau tién va ngay thi nim didu tri. O lidu

théng thuong, ndng do trong huyét twong khong lién két véi protein cua carebastin cao hon &

ngudi khoe manh 3-5 lan

0 bénh nhén suy than ning: AUC va Cmax khéng thay d6i

+ O bénh nhén suy gan:
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0 bénh nhéan suy gan nhe dén trung binh duogc diéu tri v6i liéu 20 mg ebastin, né“mg do huyét
twong clia ebastin va carebastin vao ngdy dau tién va ngay thir bay didu tri 1a tuong duong voi
ngudi khoe manh binh thuong.

G bénh nhan suy gan ning dugc diéu tri véi litu 10 mg ebastin, nong do trong huyét twong
khéng lién két véi protein clia carebastin cao hon & ngudi khée manh 2-3 lan.

5. Qui cach déng goi: Hop 2 vi x 30 vién.

6. Chi dinh, cich dung, liéu dung, chéng chi dinh:

- Chi dinh:

Viém mii di ing (theo mua hodc quanh ndm), c6 hay khong c6 viém két mac di ing.

May day.

- Cach dung va lidu dung:

Cich dung: Thudc khong bi dnh hudng béi thirc dn, c6 thé udng trudc, trong hoac sau bira an
Liéu dung: ik

Viém miii di irng: . A

Ngudi 16n va tré em trén 12 tudi: 10mg/lan, ngay 1 lan.
Trong trudng hop ning 20mg/ian, ngay 1 lan. 1<
May day: i\
Neusi [6n trén 18 tudi: 10mg/lan, ngay 1 lan. “
Liéu ding cho mot 56 doi twong dic biét: <Py et
Tré em dudi 12 tudi: Su an toan va hi€u qua cua ebastin chua dugc nghién cri

Bénh nhan suy thin: Khong can diéu chinh lidu neu diéu tri 1én dén 5 ngay

Bénh nhan suy gan nhe dén trung binh: Khéng cén diéu chinh liéu néu diéu tri 1én dén 7 ngay

- Chéng chi dinh:

Phu nir ¢6 thai va cho con bu.

Man cam v&i bt ¢t thanh phan cta thude.

Tré em dudi 12 tudi.

Bénh nhan suy gan néng.

7. Thén trong:

Bénh nhén suy gan, suy than.

Bénh nhén c6 hoi chimg QT dai, ha kali mau, dang diéu tri vi thuéc lam kéo dai QT hode thuée
ttc ché CYP3A4 (nhu nhém khéng nim azol, khang sinh nhém macrolid).

Tré em dudi 12 tudi.

Thudc c6 chira thanh phan lactose nén than trong véi bénh nhan khong dung nap lactose.

- Phu nit ¢6 thai: Khong cé sé liéu diy du tir viéc sir dung ebastin & phu nit mang thai nén
khéng dugc sir dung thude trong khi mang thai.

- Phu nit cho con bii: Chua c6 s6 lidu vé sur bai tiét ctia thudc vao stra ngudi. Khong ding thude
cho nguoi dang cho con bu

- Tac dong lén kha nang lai xe va van hanh may mée: Mot s6 treong hop thude co thé gay
budn ngy, dau déu, chong mat. Than trong khi ldi xe va lam viéc vdi may moc.

8. Tuong tac cua thude véi cic thuoc khac va cac twong tac khac:

- Khi dung phdi hop vdi cac thude kéo dai khoang QT lam tang nong do ebastin trong huyet
tuong va kéo dai khoang QT. Khong nén ding dong thoi ebastin véi cac thude nhu ketoconazol,
itraconazol, erythromycin, clarythromycin va josamycin,

- Trong nghién ctru 1am sang khéng thdy c6 tuong tic cta ebastin véi theophyllin, warfarin,
cimetidin, diazepam va rugu.

9. Tdc dung khéng mong mudn ciia thudc (AD

Thuwong gap, ADR > 1/100:

Heé thén kinh trung wong: Budn ng, dau diu.
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Ti€u héa: Kho miéng.
It gap, 171000 < ADR < 1/100:
R6i loan tim than: MAt ngu.
Heé than kinh trung wong: Chéng mit, suy nhugc, mét ngu.
Ho hap: Chay méu cam, viém hong, viém mii.
Tiéu héa: Budn nén, dau bung, khé tiéu.
Hiém gip, ADR < 1/1000:
R&i loan tdm than; Cang thing.
Hé thén kinh trung uong: Kich thich.
Tim: Panh trng ngue, nhip tim nhanh.
Tiéu héa: Nén, budn nén.
Gan mét: R6i loan chirc ning gan.
Da: Phét ban, nbi may day, cham.
Khac: Théng kinh, phil né.
- Huémg dan cach xir tri ADR:
Cac ADR thuong nhe, khong can phai xtr tri. Néu thdy ngira, phét ban, cn ngimng thudc, theo
ddi phan tmg phan vé tuy rat hiém xdy ra.
10. Qua lidu va cdch xt tri:
Triéu chirng qud liéu:
Trong céc nghién ctru, khong thiy c6 dau hiéu hay triéu chirng qué liéu khi dung liéu cao lén tdi
100 mg. Khi qua liéu c6 thé gdy an than va anh hudéng dén tac dung chong muscarinic.
Trong qua lidu, dic biét 1a ¢ tré em lam tang than nhiét, run ray, rdi loan vén dong, chung imua
von sau c6 thé gdy co giat, a0 giac, hon mé. O ngudi lon giy an than, co giat, kich thich va budn
ngu ludn phién.
Xik tri: Chua c6 thude giai doc cho ebastin, Khi qua lidu cha yéu diéu tri triéu chimg, theo i
dién tim, khoang QT it nhat 24 gidy va déc biét luu y dén cac tridu chting lién quan dén than kizh
trung wong.
11. Céc déu hiéu cén luu ¥ va khuyén cdo: Chura c6 béo cdo.
12. Piéu kién bio quan va han dung:
- Béo quan: Noi khé, nhiét d6 dudi 30°C.
- Han ding: 36 théng ké tir ngay san xuit. Khong dugrc dung thubc di quéd han dung. Khi
thuée ¢6 biéu hién bién mau, vién am, vi rach, m& nhan...hodc c6 biéu hi€én nghi ngo khéc phai
hoi lai noi bén hoéc noi san xuit theo dia chi trong don.
13. Tén va dia chi nha san Xuat:
Tén nha san xuit: CONG TY C.P DUQC PHAM HA TAY
Dia chi: T4 dan pho s6 4 -La Khé - Ha Déng - TP. Ha Noi
Dién thoai: 04.33522204, 04.33824685 Fax: 04.33522203, 04.338290
14. Ngay xem xét sira doi, cap nhat lai néi dung huéng dan st dung thudc:
Ngay thang nam

DUTC PHAM /4
o\_HA TAY

&
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH:

1. Tén thuéc: MEZABASTIN
2. Khuyén cdo:

“Pé xa tam tay cla tré em”

“Doc k¥ hudng dan sir dung trude khi dL‘mg”

“Thudc nay chi ding theo don cua béc s§”

“Thoéng bao cho bac si nhing tac dung khéng mong mudn gap phai khi str dung thude”
3. Thanh phén, ham lwgng ciia thudc: Moi vién nén bao phim chira:

Ebastin 10mg
Ta dugc vira du 1 vién
(Td dwoc gom: Microcrystalline cellulose, lactose, copovidon, crospovidon, magnesi stearat,
bét tale, colloidal silicon dioxid, opadry white)
4. M6 ta san pham: Vién nén bao phim hinh tru, mau trang.
5. Qui cach déng goéi: Hop 2 vi x 30 vién.
6. Thudc diing cho bénh gi?
Bénh viém mili di (g (theo mua hodc quanh ndm), c6 hay khong c6 viém két mac di tmg.
May day.
7. Nén dung thudc nay nhuw thé nao va liu luong?
Cich ding: Thude khéng bi anh huéng boi thirc an, c6 thé udng trude, trong hodc sau bira an.

Liéu ding:

Viem miii di trng:

Nguoi lon va tré em trén 12 tudi: 10mg/lan, ngay 1 lan.
Trong trudng hop nang 20mg/lan, ngdy 1 lan.

May day:

\}gum [6n trén 18 tum lOmo/l'm ngay 1 lan.

Liéu dung cho mot s6 doi twong ddc biet:

Tré em dudi 12 tudi: Su an toan va hi€u qua cua ebastin chua duoc nghién ¢

Bénh nhén suy than: Khéng can diéu chinh licu neu diéu tri 1én dén 5 ngdy N\
Bénh nhén suy gan nhe dén trung binh: Khong can diéu chinh liéu néu diéu tri 1én dén 7 ngay O\
8. Khi nao khong nén ding thudc nay? ?J

Phy nit ¢6 thai va cho con bu. i J

Man cam v&i bét ctt thanh phan ctia thude.
Tré em dudi 12 tudi.

Bénh nhan suy gan nang.

9. Tac dung khdng mong mubn ciia thude:
Thuong gap, ADR > 1/100:

Hé than kinh trung wong: Budn ngu, dau dau.
Tiéu hoa: Kho miéng.

It gdp, 1/1000 < ADR < 1/100:

Réi loan tim than: Mat ng.

He¢ than kinh trung wong: Chéng mat, suy nhuoe, mat ngu.
H6 hép: Chay mau cam, viém hong, viém miii.
Tiéu héa: Budn non, dau bung, kho tiéu.
Hiém gip, ADR < 1/1000:

R6i loan tdm than: Cang thing.

Hé than kinh trung wong: Kich thic

Tim: Danh trong nguc, nhip tim nhanh.

Tiéu héa: Non, budn non.
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Gan mét: Réi loan chirc ndng gan.
Da: Phat ban, n6i may day, cham.
Khéc: Thong l(mh phu né.

Khl dung phéi hop v6i cac thubc kéo dai khoang QT Iam tang nong do BBdsh iBAong huyét
tuong va kéo dai khoang QT. Khong nén dung dong thoi ebastin véi cac thudc nhu ketoconazol,
itraconazol, erythromycin, clarythromycin va josamycin.

- Trong nghién ctru lam sang khong thdy cé tuong tic clia ebastin v6i theophyllin, warfarin,
cimetidin, diazepam va rugu.

11. Can lam gi khi quén dung khong diing thubc?

Bo qua ligu da quén, udng liéu tlep theo va khong ding liéu gip d6i dé bu vao licu da quén.

12. Can bao quén thudc nhuw thé nao?

Béo quéan & noi khd, nhiét do dudi 30°C.

13. Nhiing déu hiéu va triéu ching khi ding thude qua liéu:

Trong cac nghién ctru, khong thiy c6 du hiéu hay triéu chitng qué lidu khi ding ligu cao lén tdi
100 mg. Khi qua lidu c6 thé gdy an thin va anh hudng dén téc dung chéng muscarinic.

Trong qua liéu, dac biét 1a & tré em lam tang than nhiét, run ray, roi loan van dong, chimg mua
vom sau c6 thé gdy co giat, 4o gidc, hon mé. J nguoi lén gy an than, co giat, kich thich va budn

ngu luén phien.
14. Cén phéi lam khi ding qua liéu khuyén cdo?
Chua c6 thude giai doc cho ebastin. Khi qué lidu chu yéu diéu tri triéu chimg, theo doi dién tim,

khoang QT it nhat 24 gi&r va dac biét luu y dén cac triéu ching lién quan dén thin kinh trung
wong.
15. Nhitng diéu can thin trong khi dung thu6e nay:

Bénh nhan suy gan, suy than.
Bénii nhén c6 hoi chirng QT dai, ha kali mau, dang diéu tri v6i thude lam kéo dai QT hodc thude

ttc ¢hé CYP3A4 (nhu nhém khang nam azol, khang sinh nhém macrolid).

Tré em dudi 12 téi.

Thubc c6 chita thanh phén lactose nén than trong véi bénh nhén khong dung nap lactose.

- Phu nir ¢6 thai: Khong co s6 liéu day du tir viéc sir dung ebastin & phu nit mang thai nén
khong dugc str dung thude trong khi mang thai.

- Phy nir cho con bii: Ebastin bai tiét dugc vao sira ctia chudt nhung chura ¢é s6 liéu vé su bai
tiét cua thube vao sira nguoi. Khéng dung thudc cho ngudi dang cho con bu
- Tac dong lén kha niing lai xe va vin hanh may méc:

Mot sb truomg hop thude co thé gy budn ngt, dau dau, chéng mat. Than trong khi 13i xe va l m
viéc voi may moc. S

16. Khi nao cin tham V’III bac sy, dugc si?

- Khi can thém thong tin vé thudc.

- Khi thdy nhimg téc dung khong mong mudn gip phai khi str dung thudc.
- Khi ding thudc ma thay triéu chirng cuia bénh khong thuyén giam.

17 Han dung cua thuoc 36 thang ke tur ngay san \uat I(hong dugc dung thuoc da qua han

khéc phal hai lai noi ban hoac noi san xuat theo dla chi tlong don.

18. Tén va dia clu nha san xuit:

Ten nha san xuat CONG TY C P DUOC PHAM HA AY

a. cuc TRUéNG
P.TRUGNG PHONG
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Biéu twong:

HATAPHAR

CONG TY CP OUGE PHAM HA ThY

19. Ngay xem xét stra doi, cip nhit lai
Ngay thang nam

https://trungtamthuoc.com/



