Doc ky hudng din sir dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo suw ké don ciia thay thudc.

DERDIYOK-10

(Vién nén dai bao phim Montelukast 10 mg)

THANH PHAN:

MJi vién nén dai bao phim chua:

Montelukast natri terong dwong Montelukast .................. 10 mg.

Ta duoc: Lactose monohydrat, natri starch glycolat, cellulose vi tinh thé, crospovidon, silicon
dioxyd, calci hydroxyd, magnesi stearat, natri lauryl sulfat, hydroxypropylmethylcellulose, talc,
titan dioxyd, polyethylen glycol 6000, mau tartrazin yellow, mau erythrosin lake.

Dac tinh dugc luc hoc:

Céc CyStelnyI Ieukotrlen (LTC4, LTD4, LTE4) 12 nhitng eicosanoid c6 hiéu lyc, duge tiét ra tr
nhiéu loai té bao, bao gbém dudng bao va bach cau ua eosin. Cac chit trung gian quan trong tién
hen nay duoc gin vao céac thy thé Cystelnyl leukotrien (CysLTl) Céc thy thé CysLT1 dugc tim
thay trong duorng hé hap cuia nguoi bao gom cac té bao co tron va dai thyc bao cua duong hod hap
va trong cac té bao tién viém khac (bao gom bach cau ua eosin va mot sb té bao dang tuy).
CysLTi co twong quan véi sinh Iy bénh hoc cua hen va viém mui di tmg. Trong bénh hen, cac tac
dung qua trung gian leukotrien bao gdm mot sd tac dung 1én duong ho hép nhu lam co thit phé
quan, anh huoéng su tiét chat nhay, su thAm mao mach va sy bd sung bach cau wa eosin. Trong
viém miii di 1'1’ng, CysLT: dugce tiét tir niém mac mili sau khi tiép xtc voi di nguyén trong cac
phéan ung ¢ cac pha nhanh, cham va c6 lién quan to1 cac triéu chung viém mui di ung. CysLT:
trong mi s€ lam tang dé khang ¢ duong hd hap va cac triéu chimg tdc nghén ¢ mii.

Montelukast dang udng la chét c¢o tinh chong viém va cai thién dugc céc thong s6 vé viém do
hen. Dya vao cac thtr nghiém vé hoa sinh va duoc 1y, montelukast ching t6 ¢o 4i lyc cao va cd
d6 chon loc voi thu thé CysLT; (tic dung nay trdi hon & céc thy thé khac ciing quan trong vé
duge 1y, nhu cac thu thé prostanoid, cholinergic hodc B-adrenergic). Montelukast trc ché manh
nhiing tac dung sinh 1y ctia LTC4, LTD4, LTE; tai thy thé CysLT1 ma khong hé co tac dung chu
van.

O ngudi hen, montelukast rc ché cac thu thé cysteinyl leukotrien & dudng hd hap cho thy c6
kha nang e ché su co thit phé quan do hit LTD4, Vi cac liéu dudi 5 mg da phong bé duogc su
co that phé quan do LTDs. Montelukast gay gidn phé quan trong 2 gio sau khi udng, nhiing tac
dung nay hiép déng voi sy gidn phé quan nho dung chat chu van p.

bac tinh dwgc dong hoc:

Hap thu: Sau khi uéng, montelukast hap thu nhanh va hau nhu hoan toan. Véi vién nén bao phim
10 mg, Cmax dat sau 3 gir (Tmax) sau khi ngudi 16n udng luc doi. Sinh kha dung khi ubng 1a 64%.
Sinh kha dung va Cmax khong bi anh hudéng boi bira an chuan.

Phan bo: Montelukast gan hon 99% vao protein huyét tuong. The tich phan bd (V) trong trang
thai 6n dinh cta montelukast la 8 - 11 L. Nghlen ctru trén chudt cdng voi montelukast danh dau
cho thiy co phan bb ti thiéu qua hang ra0 mau ndo. Hon nira, ndng d6 cua chat danh déu sau khi
ubng 24 gio 14 tdi thiéu trong moi md khac.

Chuyén héa: Montelukast chuyen hoéa rat manh. Trong cac nghién ctru véi liéu diéu tri, cac ndng
dd trong huyét twrong cla cac chit chuyén hoa cua montelukast khong tim thiy duogc trong trang
thai 6n dinh & ngudi 16n va tré em.

Nghlen ctru in vitro, st dung microsom gan ngu:m cho thay cytochrom P450 3A4 va 2C9 lam
xuc tac cho chuyén hoa cia montelukast. Dya vao cac két qua khac in vitro trén microsom gan
ngudi, thiy cac ndng d6 diéu trj ciia montelukast trong huyét twong khong e ché cac cytochrom
P450 3A4, 2C9, 1A2, 2A6, 2C19, 2D6.

Thai trir: Do thanh thai cia montelukast trong huyét twong 13 45 mL/ phit & ngudi 16n khoe
manh. Sau khi udng montelukast danh diu, thiy 86% chat ddnh dau duoc tim thay trong phan
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cia tong cong 5 ngay va dudi 0,2% thai qua nude t1eu Diéu nay cho thiy khi udng thi
montelukast va cac chat chuyén hoa cua thudc duogc thai gn nhu hoan toan qua mat.

Trong nhiéu ‘nghién cury, thoi gian ban thai trong huyét twong cua montelukast 1a 2,7 - 5,5 gio &
ngudi tré tudi khoe manh. Dugc dong hoc cua montelukast hau nhu tuyen tinh khi uong t6i lidu
50 mg. Khong c6 sy khac biét vé dugce dong hoc khi uong sang hodc t6i. Khi uong 1 lan trong
ngady véi 10 mg montelukast, thay rat it c6 tich liiy chat me montelukast trong huyét trong (xap
xi 14%).

CHI PINH:

Nguoi 16n va tré em trén 6 thang tudi: Du phong va diéu tri hen phé quan man tinh, bao gém duy
phong ca cac tri¢u chimg hen ban ngay va ban dém, diéu tri hen nhay cam voi aspirin va du
phong con co that phé quan do gang stc.

Giam céc tri€u chirng ban ngay va ban dém cia viém miii di rng (viém mtii di tng theo mua cho
ngudi 16n va tré em tir 2 nim tudi trd 1én va viém mii di tng quanh nim cho ngudi 16n va tré em
tir 6 thang tudi tro 1én).

CHONG CHI PINH: ‘ ,
Bénh nhan man cam véi bat ky thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Chua xac dinh duogc hiéu luc khi uéng montelukast trong diéu tri cac con hen cép tinh. Vi vay,
khong nén ding montelukast cac dang udng dé diéu tri con hen cap. Ngudi bénh can duoc din
do dung cach diéu tri thich hop san co.

C6 thé giam corticosteroid dang hit dan dan dudi su giam st ctia bac sy, nhung khong dugc thay
thé dot ngot thudc corticosteroid dang uéng hoac hit béng montelukast.

Khi glam lidu corticosteroid dung duodng toan than ¢ ngudi bénh dung cac thudc chdng hen khac,
bao gém cac thubc d6i khang thy the leukotrien s& kéo theo mot sé hiém truong hop sau: ting
bach cau wa eosin, phat ban, thd ngin, bién chimg tim va/ hodc bénh than kinh c6 khi chan doan
la hoi chung Churg-Strauss la viém mach h¢ thon cd tang bach cau ua eosin. Mdc du chua xéc
dinh duoc sy lién quan nhan qua véi cac chit doi khang thu thé leukotrien, can than trong va
theo ddi chat ché 1am sang khi giam lidu corticosteroid duong toan than & nguoi bénh dung
montelukast.

Pé xa tam tay tré em.

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

Chua c6 nghién ctru day du 6 phu nit 6 thai. Chi str dung thudc khi that can thiét.

Chua 15 thude co tiét vao sira me hay khong. Vi nhiéu thudc c6 thé tiét qua sita me nén can than
trong khi sir dung thudc cho phu nit cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: ,
Montelukast khong anh hudéng dén kha néng lai xe va van hanh may maéc, tuy nhién trong mét so
rat it treong hop, thuoc co thé gay buon ngu.

TAC DUNG KHONG MONG MUON:

Néi chung thude duoc dung nap tot Céc tac dung ngoai y thuong nhe va khong can ngung thudc.

- Cac phan (mg qua man (bao gém phii mach, phat ban, ngira, ndi may day va rat it khi xay ra
tham nhiém bach cau ua eosin tai gan).

- Ac mong, 4o giac, danh tréng nguc, ngi ga, nong nay, bon chon, mat ngu, ting tiét mo hoi,
nhirc dau.

- Budn non, ndn, kho tiéu, tiéu chdy, dau bung.

- Pau co, chudt rat.

- Tang xu hudng chay mau, phu tim.
Run, khd miéng, hoa mat, dau khép.

Thong bdo cho thay thuoc cdc tac dung khéng mong mudn gdp phdi khi sit dung thudc.
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LIEU LUQNG - CACH DUNG:

Dung thuéc mi ngay mot lan. Dé chira hen, can uong thube vao budi t6i. Vi viem mii di Gmg,
thoi g1an dung thude tiy thude vao nhu ciu cua tung dbi tlrong o

V61 nguoi bénh vira hen vira viém miii di G ung, nén dung mdi ngay mot lan, vao buodi toi.

Nguoi 16n, tir 15 tu61 trd 1én bi hen va/ hodc viém miii di ig: 10 mg/ ngay.

Tré em tir 6 - 14 tudi bi hen va/ hoac viém mii di Lrng 5 mg/ ngay.

Tré em tir 6 thang - 5 tudi bi hen va/ hodc viém mili di img: 4 mg/ ngay.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

C6 thé dung montelukast voi cac thude thuong dung khac trong du phong va diéu tri man tinh
bénh hen va diéu tri viém mii di ung. Trong cac nghién clru ve€ tuong tac thudc, thay liéu khuyen
céo trong diéu tri ciia montelukast khong c6 anh hudng dang ké toi duoc dong hoc cia cac thude
sau: Theophyllin, prednison, prednisolon, thuéc udng ngira thai (ethinyl estradiol/ norethindron
35/1), terfenadin, digoxin va warfarin.

Dién tich dud¢i duong cong (AUC) ctua montelukast giam khoang 40% ¢& nguoi cung dung
phenobarbltal Khoéng can diéu chinh lidu lugng montelukast.

Cac nghién ctru in vitro cho thay montelukast 1 chat ¢c ché CYP 2C8. Tuy nhién dit liéu tir cac
nghién ctru twong tac thudc véi nhau trén 1am sang cua montelukast va rosiglitazon (la co chat
dai dién cho cac thubc duge chuyén hoa cha yéu bai CYP 2C8) lai cho thay montelukast khong
tic ché CYP 2C8 in vivo. Do ~d6 montelukast khong lam thay d6i qua trinh chuyén hoa cuia cac
thudc dugc chuyén hoa chu yéu qua enzym nay (nhu paclitaxel, rosiglitazon, repaglinid).

QUA LIEU & XU TRI:

Khong c¢6 thude giai doc déc hiéu cho montelukast. Trong nghién ctu Ve hen man tinh, ding
montelukast voi cac liéu mdi ngay t6i 200 mg cho ngudi 16n trong 22 tun va ngh1en cliru ngan
ngady véi lidu toi 900 mg mdi ngdy, dung trong khoang 1 tuan, khong thiy c6 phan tng quan
trong trong lam sang.

Ciing co nhung bo céo vé ngd doc cap sau khi dua thudc ra thi trU:O’ng va trong céac nghién ctru
1am sang voi montelukast. Cac bao cao ndy bao gdm ca ¢ tré em va nguorl 16n véi lidu cao nhét
1én dén 1000 mg. Nhung két qua trong phong thi nghiém trong 1dm sang phu hop véi téng quan
vé d6 an toan & ngudi 16n va cac bénh nhi. Trong phan 16m céc bao cao ve qua heu khong gap
cac phan ung co hai. Nhu’ng phan ng hay gap nhét ciing tuong ty nhu dit liéu vé thudc tinh an
toan cuia montelukast bao gom dau bung, budn ngu khat, dau dau, non va ting kich dong.

Chua rd montelukast c6 thé tham tach dugc qua mang bung hay loc méu.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi kho réo, tranh 4nh sang, nhi¢t 4o khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuét.

San xuit tai: _ )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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