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MAU DANG KY HOP THUOC MEYERLUKAST 10

COMPOSITION:
Norlbas = Meyerlukast 10
Excipients g.s for one film- coated tablet.

INDICATIONS, CONTRAINDICATIONS, DOSAGE:
Please read the instruction.

STORAGE: Store below 30°C. In adry place. Protect from light.

KEEP OUT OF REACH OF CHILDREN.

READ THE INSTRUCTION CAREFULLY BEFORE USE.

OTHER INFORMATION READ THE PRESCRIPTION.

MEYER-BPC JOINT VENTURE COMPANY

6A3 National road No 60, Phu Tan ward, Ben Tre city, Ben Tre province-VN

& PRESCRIPTION DRUG

Montelukast ..................... 10mg
REG.NO:
SPECIFICATION: MANUFACTURER'S STANDARD ®

BOX OF 10 BLISTERS X 10 FILM- COATED TABLETS MEYER-BPC

VAT AN

THANH PHAN:
Montelukast 1omg M I k t 1 0
Té dugc viia a0 1 vign nén bao phirm. eyer u as

CHiBINH, CHONG CHi BINH, LIEU LUONG VA CACH DUNG:
Xem 1§ hudng dn sl dung bén trong hop.

BAO QUAN: Noi khé, nhigt 46 khong qua 30°C, trénh nh sang. 5616 SX:

DEXATAMTAY CUATREEM. Ngay SX:

BOC K¥HUGNG DAN S DYNG TRUGC KHIDUNG. Han ding:

CAC THONG TIN KHAC XEM T3 HUGNG DAN SUDUNG.

CONG TY LIEN DOANH MEYER-BPC

S5 6A3 qudc 16 60 p.Phti Tan, thanh phd Bén Tre, tinh Bén Tre-Viét Nam

0 15exnaka

B( THUGC BAN THEO BON

Montelukast ..c.causunnse 10mg
SDK: TC: TCCS
HOP 10 Vi X 10 VIEN NEN BAO PHIM
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MAU DANG KY Vi THUOC MEYERLUKAST 10
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MAU PANG KY TG HUGNG DAN SU DUNG THUOC MEYERLUKAST 10

.

By mwscommicoson Tiéu chudn:TCCS

MEYERLUKAST 10

Doc ky hudng dan sl dyng trudc khi diing
DéE xatdm tay tréem
Théng béo cho béc si cdc tic dyng khéng mong muédn gép
phai khi sitdung thuéc
Thanh phan, ham lugng cua thudc:
Montelukast (Montelukast natri) 10mg
Ta dugc: Lactose, Microcrystallin cellulose 101, PVP K30, Natri
lauryl sultat, Natri croscarmellose, Aerosil, Magnesi stearat, HPMC 606,
HPMC 615, PEG 6000, Brown, Erythrosin red, Quinolin yellow, Talc,
Titan dioxyd via dd 1 vién. '
M6 ta sén pham: Vién nén hinh tron, hai mat tron 18i, bao phim
mau kem ndu nhat, bén trong mau tréng, canh va thanh vién lanh
1an,
Quicachdong goi: - Hop 3 vix 10 vién nén bao phim.
-Hoép 10 vix 10 vién nén bao phim.

HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

Thubc dung cho bénh gi:

- Phong nguta va diéu tri 1au dai bénh hen suyén & ngudi
16n va thanh thigu nién t 15 tudi trd Ién.

- Giam triéu ching viém mi dj Ung theo mia & ngudi I6n.
Nén dung thubc nay nhuthé nao va liéu lugng:

Cachduing:

Nén uéng thuéc mét 1an méi ngay. B&i véi bénh hen suyén,
nén udng thudc vao budi téi. D8i véi bénh viém mii di Ung, thai
gian udng thudc cé thé cé nhan héa dé phi hgp véi nhu ciu cla
tirng bénh nhan. Nhitng bénh nhan vita bj hen suyén vita bj viém
mii di (ing chinén udng 1 vién m&i ngay vao buditéi.

Liéuding:

Ngudilén va thanh thiéu nién ti 15 tuditrd 1én, bi hen va/hoic
viém miii dj Ung: méingay 10 mg (1 vién).

Khuyén céo chung:

- Hiéu luc diéu tri cia montelukast dya vao céc théng sé kiém
tra hen sé dat trong mét ngdy. Cé thé uéng montelukast ciing
hodc khéng clng thic &n. Can d&n ngudi bénh tiép tuc ding
montelukast m&c du con hen da bi khéng ché, ciing nhu trong cac

thdi ky bi hen ndng hon. %

- Khong can diéu chinh liéu cho ngusi cao tudi, ngudi suy
than, ngudi suy gan nhe va trung binh, hodc cho tiing gidi tinh.

Diéu tri montelukast lién quan 16i cac thudc chita hen
khéc:

- Montelukast cé thé dung phéi hgp cho ngudi bénh dang
theo cac ché do diéu tri khac.

- Giam lidu cac thubc phéi hop:

+ Thuéc gian phé quan: Cé thé thém montelukast vao ché do
didu tri cho ngudi bénh chua dugc kiém soét ddy di chi bing
thuéc gian phé& quan. Khi cé chiing cé dap ting 1am sang, thudng
sau liéu ddu tién, cé thé gidm liéu thudc gian phé quan néu dung
nap dugc.

+ Corticosteroid dang hit: Cing ding montelukast mang
thém Igi ich didu tri cho ngudi bénh dang dung corticosteroid
dang hit. C6 thé gidm liéu corticosteroid néu dung nap dugc. Tuy
nhién, liu corticosteroid phai gidm d4n d&n dudi sy giam sat cia
bac sT. 3 mét s ngudi bénh, lidu lugng corticosteroid dang hitcé
thé rit khdi hoan toan. Khéng nén thay thé dot ngdt thudc
corticosteroid dang hit bAng montelukast.

Qué mén véi batky thanh phan nao clia thuée.
Téc dung kh6ng mong muén:

Céc phan ting c6 hai thudng gdp (1/100 < ADR < 1/10) da
dugc béo cdo tif cdc nghién clu 1am sang trén nhiing bénh nhan
hen tif 15 tudi trd 1én dugc diéu tri véi montelukast (c6 ty 18 16n hon
nhing bénh nhan dugc diéu tri bing gid dugc): Nhic ddu, dau
bung.

Céc tac dung phy dugc bao cao sau khi dua ra thi trudng, dugc
liét ké theo hé cd quan trong bang dudi day (tdn suit g&p dugc udc
tinh dya trén céc thif nghiém lam sang co lién quan: Rat thudng
gép (ADR > 1/10), Thudng gap (1/100 < ADR < 1/10), it gap
(1/1.000 < ADR < 1/100), Hiém g&p (1/10.000 < ADR < 1/1.000),
R&thiém gap (ADR < 1/10.000)):

Téac dyng khéng mong muén Tén sudt gip

Hé cad quan
Nhi&m tring va
nhiém ky sinh tring

Réi loan hé mau
va bach huyét

Nhiém tring dudng hé hap trén Rat hiém gip

Gia tang xu hudng chay mau Hiém gép

Céc phan tng qua min bao gém ;

R&i loan hé mién dich |_Phan Ung phan vé it gdp
Tham nhidm bach c4u &i toan & gan | Rt hiém gap

Ac méng, mat ngt, méng du, cdu git

lo l&ng, bdn chdn, kich dgng bao gém it gap
RGi loan tam than hanh vi gay han hay thi dich, trdm cam
Run Hiém gép
Ao gidc, ¢6 ¥ dinh ty ti, m4t phuang N
huéng Rat higm
" Choéng mét, budn ngl, di cam / giam
R&i loan hé than kinh | 3 gidc, co giat ft g&p
R&i loan tim Bénh tréng nguc Hiém gap
Chay mau cam it gap

R&1loan ho hip, HG ohting Churg-Strauss (viem

16ng nguc vatrung thét | o' qare mach c6 18n thudng phéi) Rét hiém gdp
R Tiéu chdy, bubn nén, nén Thusng gap

Réiloan ibuhda M a iang, khé tisu t otp
Tang ndng dé cdc iransaminase o

B&nh gan mat trong huyét thanh (ALT, AST) Thudng g3p
Viém gan, & mat Hiém gap
Phdt ban Thuang gép

R&i loan da va V&t tham tim, mé day, ngla itgap

mé duéi da Phi mach Hiém gap
Ban dd Rat hiém gip

R&i loan cd xuan R

va mb lién két g Dau khdp, dau cd gém co cung cd figép

Cac réi loan théng Sét Thudng gap

thudng Suy nhuge/ mét mdi, khé chju, phu it gép

Théng béo cho Béc si cac téc dung khéng mong mudn gap
phai khi st dung thudc
n tranh dung nhiing thuéc hodc thyc pham gi khi dang sir
dung thuéc nay:

- Trong cac nghién ctiu tuang tac thudc, liéu 1am sang khuyén
céo clia montelukast khong ¢é &nh huéng quan trong vé mat 1am
sang trén dugc déng hoc cha cac thudc sau: theophyliin,
prednison, prednisolon, thuéc ngiia thai dang udng (ethinyl
estradiol/norethindron 35/1), terfenadin, digoxin va warfarin.

- Dién tich dugi dudng cong (AUC) clia montelukast giam
khoang 40% & nhitng ngudi dung dong thdi véi phenobarbital. Do
montelukast dugc chuyén héa bdi CYP 3A4, nén ding than trong,
dac biét & tré em, khi diing déng thdi v6i cac chat cam ting CYP
3A4 nhu phenytoin, phenobarbital va rifampicin.

- Cac nghién cuu in vitro cho thdy montelukast 1a chét tic ché
manh CYP 2C8. Tuy nhién, thdng tin tif mét nghién cdu tudng tac
thudc trén lam sang lién quan gila montelukast va rosiglitazon
(chat nén tham do dai dién cho cac thuéc chuyén héa chi yéu béi
CYP 2C8) da chiing minh montelukast khéng tc ché CYP 2C8 in
vivo. Do d6, khéng doan trudc dugc montelukast ¢6 1am thay déi
dang ké sy chuyén héa cla céc thudc dugc chuyén héa bsi men
nay (nhu paclitaxel, rosiglitazon va repaglinid).

Khi nao khéng nén ding thuéc ndy:
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Cén lam gi khi mét ldn quén dung thudc:

C4& géng st dung thuéc dling theo quy dinh. Tuy nhién, néu
ban b 18 mét liéu, chi can ti€p tuc lich trinh théng thudng uéng
mét vién thude métlan méi ngay. Khdng nén diing lidu gap déi dé
bl cho mét liéu bd quén
Cén béo quéan thuéc nay nhu'thé nao:

Bao quan thudc & noi khé, nhigt dd khong qua 30°C, tranh
anh séng.

Nhiing ddu higu va tri¢u chiing khi ding thudc qua lidu:

C6 béo cédo vé qua liéu cap xay ra & bénh nhan tré em diing
montelukast it nhat 150 mg/ngay. C4c phat hién lam sang va thyc
nghiém phi hgp vdi mé ta so luge vé tinh an toan & nhilng bénh
nhan ngudi I6n va tré em Ién. Khéng cé tac dung phy nao dugc
bdo céo trong da sd cac trudng hgp qua liéu. Tac dung phy
thudng g3p nhat 1a khat nudc, budn ngli, gidn déng td, ching
tang van dong va dau byng.

Cdan lam gi khi dung thuéc qué liéu khuyén céo:

Trong trudng hgp qua lidu, cé thé diing cac bién phap hd trg
thdng thudng; nhu loai trit cdc chat khong hdp thu & dudng tiéu
héa, theo doi lam sang va khdi ddu diéu trinAng d3, néu can thiét.
Nhiing diéu c4n than trong khi dung thuée nay:

- Co thdt ph& quan trong con hen suyén cap.

-Nén khuyén bénh nhan cé s&n thudc ciu nguy thich hgp. C6
thé tiép tuc didu trj bing montelukast trong lic can hen suyén cdp
trdm trong.

- Trong khi c6 thé gidm lidu corticosteroid dang xit tif tir dudi
sy gidm sét y t€, khéng nén ding montelukast thay thé dot ngot
cho corticosteroid dang xit hodc dang uéng.

- Khéng nén diing montelukast nhu mét liéu phap don tri dé
didu tri va kiém soat suf co that phé quan do hoat déng. Nhiing
bénh nhan bi hen suyén n3ng thém sau khi hoat déng nén tiép
tuc ché do diéu tri thudng dung véi cac thudc chil véan beta dang
xit dé phong nglta va c6 thé dung thudc chii van beta dang xit cé
tdc déng ngén dé cuu nguy.

- Nhiing bénh nhan nhay cam véi aspirin nén tranh tiép tuc
diing aspirin hodc cac thudc khang viém khong steroid trong khi
diung montelukast. Mac du montelukast cé hiéu lyjc trong viéc cai
thién chiic nang dudng hd hap & nhiing ngudi bi hen suyén nhay
cam vai aspirin, nhung chua chiing 14 loai bd dugc dép ung gay
co phé& quan do aspirin va cac thuéc khang viém khong steroid
khac & nhiing bénh nhan hen suyén nhay cam vdi aspirin.

- Nhiing bénh nhan c¢é van dé vé di truyén hiém gap khéng
dung nap galactose, thiéu men Lapp lactase hodc kém hép thu
glucose-galactose.

- Phu niJ ¢6 thai: Chua c6 cac nghién ciu day dii va dugc kiém
s04t t6t & phu ni cé thai. Do cac nghién ctiu vé su sinh san & thu
khéng ludn ludn dy doan dugc dap ting & ngudi, chi nén ding
montelukast néu that sy can thiét.

- Phu ni cho con bu: Chua biét montelukast c¢é dugc bai tiét
vao slia me hay khéng. Do nhiéu thu8c dugc bai tiét vao sita me,
nén than trong khi ding montelukast 8 ngudi me dang cho con
bu.

- Ngudi 13i xe hay van hanh mdy moéc can than trong khi sl
dung thudc, vi thudc cé thé gay kich ddng, hoa mét, mét mai.
Khinao cdn tham van Bac si, Dugc si:

Né&u ban cam thdy bat thudng trong khi dung thudc, nén lién
lac v@i bac sictaban.

Néu can thém théng tin xin hdi y kién Bac st hodc Dugc si.
Han dung ctia thudc: 36 thang ké tif ngay san xuét.

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Dugc lye hoc:
Céc leukotrien cystein (LTC4, LTD4, LTE4) la san phdm ca

sy chuyén héa acid arachidonic va dugc phéng thich tf nhiéu t&
bao khac nhau, bao gém t& bao mast va bach ciu ai toan. Cac
eicosanoid nay gén két véi céc thy thé leukotrien cystein (CysLT).
Thy thé CysLT typ-1 (CysLT1) dudc tim thay trong dudng hé hap 8
ngudi (gém cac t& bao co tron va cac dai thuc bao & dudng hé hap)
va trén cac té bao gay viém khac (gém bach cau i toan va mot s8
t& bao than tiy). CysLTs ¢ tuong quan véi bénh Iy hen suyén va
viém mdi di (ng. Trong bénh hen suyén, c4c anh hudng gian tiép
cla leukotrien gém phii dudng hé hap, co co tron va 1am bi&n d&i
hoat déng té bao lién quan dén tién trinh gay viém. Trong bénh
viém miii dj ing, CysLTs dugc phéng thich tif niém mac mii sau
khi phai nhiém dij ting nguyén trong ca hai phan ting pha sém va
pha mudn kém theo céc triéu chiing viém mii dj ting. Sy kich thich
trong mii do CysLTs cho thdy lam ting sic dé khang dudng hé
hap qua mili va tng c4c triéu chiing nghet miii.

Montelukast la mét chat c6 hoat tinh dudng udng gén két vai
thy thé CysLT1 vdi &i lyc va tinh chon Ipc cao (hon la cac thy thé
dugc ly trong y&u khéc & dudng hd hép, nhu thy thé prostanoid,
cholinergic hodc B -adrenergic). Montelukast Uc ché tac dong sinh
ly cia LTD4 tai thy thé CysLT1 ma khang c6 bat ky hoat tinh chil
van nao.

Dugc déng hoc:

Ndng dé dinh trong huyét tuong clia montelukast dat dugc
trong 3 - 4 gid sau khi udng. Sinh kha dung dudng uéng trung binh
12 64%. Montelukast gan két véi protein huyét tuong trén 99%.
Thudc duge chuyén héa rong rai 6 gan nhd cac isoenzym cha
cytochrom P450 1a CYP3A4, CYP2A6 va CYP2C9, va bai tiét chi
yéu vao phan thdng qua mat.

Chidinh:

- Phong ngira va diéu tri lau dai bénh hen suyén & ngudilén va
thanh thi€u nién tir 15 tudi trd 1én.

- Giam triéu chiing viém mdi di (ing theo mua & ngudilén.

Liéu lugng va cach ding:

Cachduang:

Nén uéng thudc mét 1dn mbi ngay. Béi véi bénh hen suyén,
nén uéng thudc vao budi t6i. Bai véi bénh viém mii di Gng, thai
gian udng thudc c6 thé ca nhan héa dé phu hgp véi nhu cdu clia
ting bénh nhan. Nhiing bénh nhan vira bj hen suyén vira bj viém
mii dj Ung chinén udng 1 vién méingay vao buditsi.

Liéuduang:

Ngudi Idn va thanh thiéu nién tir 15 tudi trd Ién, bj hen va/hoac
viém miii di ing: méingay 10 mg (1 vién).

Khuyén cdo chung:

- Hiéu lyc diéu tri clia montelukast dya vao cac thong sé kiém
tra hen sé& dat trong mét ngay. C6 thé udng montelukast cing
hodc khéng cling thuc &n. Can din ngudi bénh tiép tuc ding
montelukast méc di con hen da bi kh&ng ché, cling nhu trong céc
th&i ky bi hen nang han.

- Khéng cén diéu chinh liéu cho ngudi cao tudi, ngusi suy than,
ngudi suy gan nhe va trung binh, hodc cho tiing gidi tinh.

Diéu tri montelukast lién quan t6i cac thuéc chia hen khéc:

- Montelukast c¢6 thé duing phéi hgp cho ngudi bénh dang theo

ac ché do diéu trikhac.

- Giam lidu cac thudc phéi hgp:

+ Thudc gidn phé& quan: Cé thé thém montelukast vao ché do
didu tri cho ngudi bénh chua dudc kiém soat ddy du chibing thudc
gian phé& quan. Khi cé chiing ¢6 dap ung 1am sang, thudng sau liéu
dautién, c6 thé giam liéu thudc gian phé quan néu dung nap dugc.

+ Corticosteroid dang hit: Cung diing montelukast mang thém
1gi ich diéu tri cho ngudi bénh dang diing corticosteroid dang hit.
C6 thé giam liu corticosteroid néu dung nap dugc. Tuy nhién, lidu
corticosteroid phai gidm dén dén dudi sy giam sat cia bac si. O
mot s8 ngudi bénh, lidu lugng corticosteroid dang hit c6 thé rut
khoi hoan toan. Khéng nén thay thé dot ngét thude corticosteroid

dang hit bAng montelukast.
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Chéng chidinh :

Quéa man véi bat ky thanh phén nao clia thudc.
Théantrong:

- Cothdt phé& quan trong can hen suyén cap.

- Nén khuyén bénh nhan cé sén thuéc ciiu nguy thich hgp. Co
thé tiép tuc diéu tri bdng montelukast trong lic con hen suy&n cip
trdm trong.

- Trong khi c6 thé gidm liu corticosteroid dang xit tif tif dugi
sy gidm sat y t&, khong nén dung montelukast thay thé dot ngot

nhitng bénh nhan dugc diéu tri bang gia dugc): Nhiic diu, dau
buyng.

Céc tac dung phu dugc bdo cdo sau khi dua ra thj trudng, dugc
liét ké theo hé co quan trong bang dudi day (tan suit g&p dugc udc
tinh dya trén cac thif nghiém lam sang c6 lién quan: R4t thudng
g3p (ADR > 1/10), Thudng gip (1/100 < ADR < 1/10), it gap
(1/1.000 < ADR < 1/100), Hiém g3p (1/10.000 < ADR < 1/1.000),
Rt hiém gap (ADR < 1/10.000)):

cho corticosteroid dang xit hoic dang uéng. Nh,‘,“ :'ﬂ qu‘: b e e L b

- Khong nén ding montelukast nhu mét liéu phap don trj dé phidln o) so g Nhidm triing dubng ho hép trén | Rt hiém gip
diéu tri va kiém soat sy co thét phé quan do hoat dgng. Nhiing RG1 loan hé mau ] -
bénh nhan bi hen suy&n nang thém sau khi hoat déng nén tiép va bach huyét Gia g . kg ohly i fiem oo
tuc ché dé diéu tri thudng diing véi cac thudc chil van beta dang Géc phan Ung qué mén bao gm it gap
xit 8 phdng ngira va c6 thé diing thuc chti van beta dang xit c6 Réi logn hé midn dich | Bhén ng phin vé e
tac dong ngén dé ciru nguy. An.a:: "Mé';lbac.h 53::';“": ga; —

2 = L = i mong, mat ngd, m i

- Nhilng bénh nhan nhay c&m vdi aspirin nén tranh tiép tuc ;ocaAng,:cn chdg':'klch a:n: b‘:ouggdm it g3p
ding aspirin ho#c cdc thudc khang viém khéng steroid trong khi R6ilogn tam than  [hanh vigdy hain hay thi dich, trdm cam i
dung montelukast. M&c dis montelukast cé hiéu lyc trong viéc cai ::';m Py Hiém g3p
thién chic ning dudng hé hap & nhiing ngudi bi hen suy&n nhay huéng ) R&t higm
cam vdi aspirin, nhung chua chiing td loai bd dugc dap ting ga Chang miit, bun ngd, di cam / giam
co phé& quan do aspirin va cac i A6i1oan né thén kinh | cam gidc oo giat o
khac & nhiing bénh nhan hen s R&i loan tim Danh tréng ngyc Hiém gap

- Nhiing bénh nhan cd v, A6l loanf hip Chy.mdy cam ft gap

o 2 Héi ching Churg-Strauss (viém o

dung nap galactose, thiéu 18ng pyc va trung that | - ddng mach £6 tén thuang phél) Rat hiém gap
glucose-galactose. o Tiéu chay, budn nén, nén Thuéng gap
Trudng hgp phy ndi c6 tha /[ Railoan tiéu hoa Khd miéng, khd tieu it gap

- Phu niZ ¢6 thai: Chua Tang ndng 60 cAc traneaminase Thusng gap
S04t t6t & phy ni ¢6 thai. Do / g ga g e —
khong luén luén du doan dug Phat ban Thudng gap
montelukast néu that sy can thidty, s o YeLhAT M day. nia e

Son ; U o m i

- Phu nd cho con bu: Chua biét frié Bt'Co dugc bai tiét " ° aa: aéa 5 Rat hl?mgn:p
vé‘lo sila me hay kr!6n~g. Do nhiéu thudc dugc bai tiét vao sdame, | | \R“' 'ﬁ?é:ak:t‘mﬂg Bau khdp, dau 66 gém o oing 6 ft gap
nén than trong khi ding montelukast & ng(EUQd £ &RU(;; CMI i loan thong | S8t Thudng o3p
bu. TRU()N G PH( Ahudng Suy nhugc/ mét méi, Ko ohju, pha it gap
Truong hgp ldi xe va van hanh may méc: —~ 6ng bdo cho Bédc si cac tdc dung khéng mong muén gap phai

Ngudi lai xe hay van hanh may mg g AU khi stf dyng thuéc
dung thudc, vithudc c6 thé gay kich dong, maf, metmai. Qua liglh va céch xi tri:

Tuong téc thuée:

- Trong cdc nghién cuiu tudng tac thudc, liéu 1am sang khuyén
cdo clia montelukast khong c6 anh hudng quan trong vé mat lam
sang trén dugc ddng hoc cla cac thudc sau: theophyllin,
prednison, prednisolon, thuéc ngifa thai dang uéng (ethinyl
estradiol/norethindron 35/1), terfenadin, digoxin va warfarin.

- Dién tich dudi dudng cong (AUC) clia montelukast giam
khoadng 40% & nhitng ngudi diing déng thdi véi phenobarbital. Do
montelukast dugc chuyén héa bdi CYP 3A4, nén ding than
trong, d&c biét & tré em, khi dung déng thdi véi cac chat cam tng
CYP 3A4 nhu phenytoin, phenobarbital va rifampicin.

- Céc nghién cuu in vitro cho thdy montelukast 1a chat tc ché
manh CYP 2C8. Tuy nhién, théng tin tii mét nghién ciiu tuong tac
thudc trén 1am sang lién quan gitta montelukast va rosiglitazon
(chatnén tham dé dai dién cho cac thudc chuyén héa chii y&u bdi
CYP 2C8) da chitng minh montelukast khéng tic ché CYP 2C8in
vivo. Do dd, khong dodn trudc dugc montelukast cé lam thay dsi
dang ké sy chuyén héa clia cac thudc dugc chuyén héa bdi men
nay (nhu paclitaxel, rosiglitazon va repaglinid).

Téc dung khéng mong muén:

Céac phan ting cé hai thudng gap (1/100 < ADR < 1/10) da
dugc béo cao tir cac nghién ctiu 1am sang trén nhiing bénh nhan
hen tu 15 tudi trd 1én dugc diéu tri véi montelukast (c6 ty 16 16n hon

Khéng cé théng tin d&ic biét trong diéu tri qua liéu montelukast.
Trong cac nghién clfu vé hen suyé&n man tinh, montelukast dugc
dung & liéu Ién dén 200 mg/ngay cho nhitng bénh nhan ngudi I6n
trong 22 tuén va trong cac nghién ctiu ngén han, 900 mg/ngay cho
bénh nhan trong khoadng 1 tudn ma khéng cé phan ung phuy
nghiém trong vé mat 1am sang. Trong trudng hgp qué liéu, cé thé
dung cac bién phap hd trg théng thudng; nhu loai trif cac chit
khéng hap thu & dusng tiéu héa, theo di 1am sang va khéi ddu
diéu trinang da, néu can thiét.

C6 béo céo vé qua liéu cdp x4y ra 8 bénh nhan tré em ding
montelukast it nhat 150 mg/ngay. Cac phat hién 1am sang va thyc
nghiém phu hgp véi mo ta so lugc vé tinh an toan & nhiing bénh
nhan ngudi I6n va tré em 16n. Khéng c6 tac dung phy nao dugc
bao cao trong da sé cac trudng hgp qué liéu. Tac dyng phy thudng
gap nhét |a khat nudc, budn ngd, gidn déng tlf, chiing tang van
doéng va dau bung.

Chua biét montelukast ¢6 dugc loai trif bing cach tham tach
mang bung ho#ic thdm tach mau hay khéng.

Ngay xem xét stia d6i, cap nhéat lai ngi dung hudng dén sirdyng
thuéc:

R MEYER-BPC
CONG TY LIEN DOANH MEYER-BPC
P\ 3 uSc 16 60 p.Phi Tan, thanh phd Bén Tre, finh Bén Tre-Viét Nam

Huynb Thi¢n Nghia
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