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COMPOSITION:
Montsiukast sodium equivalent 1o 10mg Montelukost 610 KAat
HD/Exp. Date:
INDICATIONS, DOSAGE AND METHOD OF ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
Monufactured by :
OTHER PRECAUTIONS: lsafiet Isice.
feaame ELOGE FRANCE VIETNAM
STORAGE: PHARMACEUTICAL JOINT - VENTURE COMPANY
Store In a cool dry place. Que Vo Indusirial Park - Bac Ninh Provincs
Keep under 30°C, Protect from light, Tel: 0241.3617.888 Foo: 0241.3617.789

Mé&u vi, méang nhédm Franlucat 10mg

Sé 16 SX. Han st duna: in chim trén vi
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Thaong bao ngay cho bac sy hodac dwoce sy nhitng tdace dung khong mong muon gap phai khi sir
dung thuoc,

3. Thanh phin, ham lwong thude:
Montelukast (dudi dang Montelukast natri) 10 mg

Ta duge (Lactose monohydrat. tinh bot my, mannitol. [IPC (M). magnesi stearat, sodium stearyl
fumarat, sodium starch glycolat. HPMC 15 ¢ps. HPMC 6 cps. PEG 6000, talc, titan dioxyd,

oxyd sdt do. oxyd sat vang) vira du 1 vién.
4. MO ti san pham: Vién nén bao p Au vang, thanh va canh vién lanh lan.

5. Quy cich dong goi: 11op 4 vi x 7 vién.
6. Thude dimg cho bénh gi:
- Du phong va diéu tri hen phé quan man tinh & ngudi lém va tré em tir 15 tdi o 1én.
- Didu tri tricu chang viém mii di tng theo moa va viém mii di img quanh ndm ¢ nguoi lon
va tre em W 15 tadi tro [én.
- Du phong con co thit phé quan do van dong gang sire ¢ ngudi 1on va e em tir 13 woi ro
Ién.
7. Nién dang thude nay nho thé ndo va licu lwong: Dung thude theo chi din cua bac si.
Licu dimng:
- Neuoi on va wré em rén 15 wdi: 10 mg mét 1an mdi ngay.
Cich ding: Ding duomg udng. udng ca vién thude voi nude.
- Bénh nhan hen phé quan: ngay ding 1 1dn vao budi 1Hi.
- Du phong con co thit phé quan do vin dong ging stre: dang thude it nhét 2 gidr trude khi
van dong ging stie. Khong nén ding licu tiép theo trong vong 24 gior ké tir khi dung lidu
lruroc
- Viém mii di (mg: ngay dang 1 1an, thoi diém dang thude tay thude vao nhu cdu cua bénh
nhan. Bénh nhan bi dong thoi hen va viém mai di Gng chi nén dung 1 1an vao budi toi.
8. Khindo khong nén dang thube nay:
Quat man vai bit ky thanh phin nao cta thude.
9. Tic dung khong mong muon:
Frong nghicn ctu lam sang. tae dung khdong mong mudn thuong eap khi ding montelukast 13
dau dau. dau bung.
L";'n.' tac dung khong mong mudn ¢6 thé gap phai khi ding thude nay bao gdm:

H¢ co quan - lhcdung phu - N !:'inju_{!_t -
|L ’\Ilmm khugn I\‘lucm l\hudn dudng ho hép trén | Rat thuong gip
| Méu va he h;_u.:h huyét Tang nguy co Lhdv mau }11{,111 gdp
: HE mién dich | Phan (ng qué min bao r_nm ca sdc [’)hdl] vé Il L.dp_____ o
- I'hdm nhiém bach Ldll ua eosin i gan Rdl hiém g L,Llp

M bit lhutmn bao unm ca nhunu con ac

’ munu. mat ngu. mong du, lo au. kich dong.

i wam cam. kich thich (cau gat, bon chdn, ring
| minh)

Rdi loan tam thin )
[t gap




HE than kinh trung wong

Tim mach

| Ho hap. long ngue va
| trung that

|

i HE ticu hoa
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Cian it

Da va mo dudi da

Co xuong khop va cic
mo lién kdét

I{h:ic

RO1 logn tap trung. suy giam tri nho

Ao gide. mat phuong hudmg. suy nghi va cé
hanh vi tu tu.

Hidmgap |

Rat hiém gap

Chong mat, budn nga.
di cam /giam nhay cam, co gigt
Danh tréng nguc

Chay mau cam

1161 chung Churg-Strauss (CSS)
Tang bach cdu ua cosin & phoi

]I{.LI dmv budn non. non

Kho miéng. kho 11(:

l\mu_ do transaminase hu»c thanh (AS'T.
ALT) tang cao

Viém gan (bao pdm ¢ o mat, ton thuong é
bao gan va ton thuong gan dang phirc tap)
Phat ban

Bam tim. noin

Phit mach
Hong ban nt, hong ban da dang

n,gra

Dau Khop, dau co bao gom chudt rat

Q61

Suy nhuge/mét moi, kKho chiu, phti ne

itg

rr-

Hicm gap

It gép

Rét hiém gip
Rat hiém gdp

lhuong edp

leap

Thuong gap

Rét hiém gip

| huung gdp

R~

it g E“l’

llu.m gup
I{Lu hu_m &aj_

It gap

Thudng ¢ap

10. Nén tranh ding nhitng thuoe hode thue phim gi khi dang dang thude niy:

Thong bao cho bac s néu ban dang dung cdc thude nhu phenobarbital (thude chong co

piit). paclitaxel (thude chong ung thu). rosightazone. repaglinide (thude dicu tri dai thao duong).

'O the dang montelukast voi cac thuoe thuong dang

man tinh va viém mai di tng.

11, Céan lam gi Khi mdét lin quén khing dung thude:

khic trong du phong va dicu tri hen

Dung thuoe ngay sau khi nhé ra va khéng udng gap doi licu dé bu lai licu da quén.

12. Can bao quan thuoce nay nhw thé nio:

Bao quan not kho, nhi¢t dd d

udi 30°C, tranh anh sang.

13. Nhirng dau hi¢u va (ri¢u ching khi dung thudce qui licu:

- lrong nghién e vé hen man tinh, dang montelukast von cac héu moi ngay 1a 200 mg cho

nguol 1on trong 22 tudn va nghién ciru ngan ngay van licu 900 mg moi ngay. diung trong mat

tuan. khong thay ¢6 phan tmg ¢6 hai quan trong trong lam sang.
- Trong phan lom cic bao cao vE qua licu, khong gap cace phan ang ¢o hai. Nhimng phan (ng
hay edp nhdt wong wrnhu dir li¢u ve tinh an toan, gdm: dau bung, budn ngu. khat, dau dau. nén

va tang kich dong.
14. Cin phaii lam gi khi

ding thuoce qua licu kKhuyén cio:

Khi ding thube qua liéu. ban nén thong bio cho béc sT hodc dén bénh vién ngay dé duoc xir tri

Kip thot

15. Nhang ditu cin thin trong Khi ding thube:

-y e



- Chua xde dinh duge hi¢u lue khi dimg montelukast duong udng trong diéu tri con hen cép.
vi vy khong nén ding montelukast dé didu tri con hen ¢ép tinh.

- Khong duoc thay thé dot ngdt corticosteroid (dang uéng hodc dang hit) hﬁng montelukast.
Khéong ¢6 dit ligu vé viée ¢ thé giam liéu corticosteroid duomg udng khi ding dong thoi voi
montelukast.

- Trong mot s truomg hop hiém gdp. bénh nhin khi diéu tri voi cae thude chdng hen bao
eom ca montelukast ¢o thé bi tang bach cau ua cosin. doi khi bicu hién trén lam sang la tinh
trang viem mach cua hoi chimg Churg-Strauss, mot tinh trang duge didu tri bing corticosteroid
toan thin. Cac trudme hop nay déi khi 1a do viée giam lidu hoac ngtng dung corticosteroid
duong uong. Bénh nhan nén thong bdo cho bac si néu ¢o nhimmg biéu hién giéng nhu bi cum,
ngtra ran hoac 1¢ tay chan. cac triéu chimg bénh phoi nang thém hay phat ban.

- Khi diéu tri vai montelukast, bénh nhan hen nhay cam vdi aspirin nén tiép tuc tranh dung
aspirin va cic thude chdng viem khong steroid (NSAID) khac.

- B3¢nh nhan ¢6 bénh 1y khong dung nap dudng nén hoi y kién bac st trude khi dang thude.

- T'hanh phin td duge cia thude ¢6 tinh bot my. Thude nay ¢6 thé dung cho nguoi bi bénh
celiac (khong dung nap gluten). Neuoi bi di tng la my (khiac véi bénh celiac) khong nén dung
thuoe nay.

St dung thude trong thoi Ky ¢6 thai va cho con bi:

Ban nén hot y Kién bac st triede khi dung thudce cho O thai hodc cho con bu.

Phu mir ¢o thai: Cae nghicén cdu trén dong vat chua thay tac dung ¢6 hai anh huong dén phu nt
mang thai hay sy phat tri¢n cba thai nhi. Cac dir li¢u trén phu nir ¢6 thai ¢con han ché. Chi nén sur
dung montelukast cho phu nir ¢6 thai khi that can thiét.
Phu nie cho con bi: Khong 1o montelukast va cde chit chuyén héa ¢ bai tiét qua stta me hay
khong. vi vy chi dung thudce cho phu nir cho con b khi that can thiét.
Anh huong cua thude 1én khi ndng I4i xe va viin hanh may méc:
Montelukast khong anh huomg hoac anh huong khong dang ké dén kha nang l4i xe va van hanh
mdy maoc. Tuy nhién, néu bénh nhin gip cic tac dung phu nhu buén ngu hodc chéng mat thi
khong nén lai xe hodc van hanh may moe.

16. Ichi ndo cin tham vin bic si, dwoe si:
Hoi v kién bae st trudge khi dung thuée cho phy nor ¢o thai hoac cho con bl. nguoi ¢o bénh 1y
khong dung nap duong hiawcej di (mg lda my,
Néw can thém thong tin xin hoi v kién bdc st hodic duoe sT.

17. Han dang: 24 thang k& tir ngdy san xudl,

18. Sin xuil tai:
Cong ty lién doanh duoc pham Eloge France Viét Nam
Dia chi: Khu cong nghiép Qué Vo, Bac Ninh
Pién thout: 0241.3617888
lfax : 0241.3617789

19. Ngay xem x¢t sua d6i, ¢ip nhit lai ndi dung huwdng din sir dung thude:



[ HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. Dwoye lee hoe:
M ATC: ROZDCO3. Nhém duege 1y: DI khang receptor Leucotrien.
Montelukast 1a chét doi Khang chon loc doi voi receptor Leucotrien.
Ciac Cysteinyl leucotrien (I1C4, LTD4, L114) 1a nhime san phim chuyén hoa cta acid
archidonic va duoc giai phong tr nhiéu loai (& bao. bao gom té bao mast. va bach ciu ua cosin.
Céc chit nay lién két voi cac repeeptor Cysteinyl leucotrien (Cysl.t).
Cysl T'1 duge tim thay & duong hd hap cua nguoi (gdm o cac 1€ bao co tron va cac dai thue bao
dudmg ho hf:rl ) va O cde ¢ bao tién viém khac (bao gO6m bach ciiu ua cosin va cde té bao than
tuy)
Cae Cysl.l ¢o lién quan dén sinh ly bénh hoc cta bénh hen v viém mii di tmg: Trong bénh
hen. chit trung gian Leucotrien gdy ra phi. co thit co tron phé quan va thay dbi hoat tinh 1é bao
k&t hop voi qua trinh viém. Trong viém mii di tng. sau khi hit phai di nguyén, cac CysLT duoc
eiai phong tr niém mac mui ¢ ca pha som va mudn, gdy tang tiét niém dich, tang tinh tham
mach va két hop vai cac tridu chimg cua viém mii di tng (khé tho, nghet miii).
Montelukast la hoat chit cé tic dung theo dudmg udng, co &i luc cao va doi khang chon loc doi
voi Receptor CysLT1 (¢6 wu thé hon so vai cae receptor duomg hd héip khac). Montelukast (e
¢hé hoat tinh sinh 1y cua LTD4 ¢ Receptor CysL 11 ma khong ¢o hoat tinh chi vin ndo khac.

2. Duwgc dong hoc:
Sinh kha dung theo dudme udng ciia montelukast sau khj

vién nén 10 mg o nguoi lon dat
58-66%. Montelukast hip thu nhanh o da day ruot, ndng I8 dinh trong huyét twrong dat dugce sau
3-4 g1 sau khi dung vién nén 10 mg ¢ ngudi 1om.
I licu qua diéu tri cua Montelukast (Vi du: Cai thi¢n wriéu chimg hen. cai thién cac két qua kiém
tra chirc nang phoi. giam vige st dung chit gidn phé quan chen B) nhén thiy sau khi ding liéu
dau ticn va kéo dai it nhét 24 gicr.
Nehién ciru trén chudt cho thiy rang, chi ¢o luong (6 thicu nguyén li¢u danh ddu phong xa ¢6
miil O @l cd cae mé trong co thé, va mét luong 16i thicu qua duge hang rao méu ndo chudt.
Hon 99% Montelulast lién kéu voi protein huyét tuong.
Montelukast chuyén hoa chu yéu ¢ da day rudt va hoac & gan, thai o qua mat. Mat s6 con
dudng chuvén hoa da duoc nhan biét, edm: su acyl hod glucuronid. su oxy hod boi mot sé
isoenzym Cytochrom P-450. Sau khi udng liéu diéu tri. ndng do chét chuyén hod trong huyét
trong ¢ trang thai can bang thip hon gidi han nhin biét,
O ngudi Im 19-48 tudi. thoi gian ban thai 1a 2.7-5.5 id, va chi s6 thanh thai huyét trong trung
binh la 45ml/ phat. O tre 6-14 tudi. thoi gian ban thai la 3.4-4.2 pid.
Sau khi udng. montelukast thai trir chu yéu qua mdt dudi dang khong doi va chit chuyén hoa.

3. Chidinh:
- Du phong va didu tri hen phé quan man tinh & ngudi 16n va tre em o 15 tuoi tro 1én.
- Dicu i tricéu chimg viém mai di img theo mia va viém mii di img quanh nam & ngudi 1om
v tre em tir 13 tudi tror 1én.
- Du phone con co that phé quan do vin dong ging sire & neudi 1on va tré em tr 15 tudi trd
[én.

4. Litu dung, cich dung:
Liéu ding:
- Nguoi lon va tré¢ em trén 15 tudi: 10 mg mot lin mdi ngay.
Cich ding: Ding dudng udng. udng cd vién thude voi nude.




- Bénh nhan hen phé quan: ngay dung 1 Fin vao buéi 16i.

- Du phong con co that phé quan do van dong gang sie: dung thude it nhdt 2 gio trude khi
vin dong edng strc. Khong nén ding lidu tiép theo trong vong 24 gior ké tir khi dung liéu
trudc.

- Viém mii di tng: ngay dung | lan, thoi diém dung thude tay thude vao nhu cdu cua bénh
than. Bénh nhan bi dong thai hen va viém mii di Gng chi nén dung |1 ldn vao budi téi.

5. Chéng chi dinh:
Qua man voi bat ky thanh phén nao cua thude.
6. Thin trong khi dang thude:

- Chua xac dinh dugce hi¢u luc khi dung montelukast dudmg Lu‘)ng trong diéu tri con hen cﬁp.

vi vty khong nén dung montelukast dé diéu tri con hen cap tinh.

- Khong duoc thay thé dot ngdt corticosteroid (dang udng hodc dang hit) bing montelukast.

Khong co dir liéu vé viée ¢ thé eiam lidu corticosteroid ducmg udng khi dung ddng thoi voi

montclukast.

Trong mdt sO truome hop hiém gdap. bénh nhdan khi didu tri vai cac thude chéng hen bao
oo ca montelukast ¢o thé bi tang bach cau ua cosin, doi khi bicu hién wén lam sang la tinh
trang viem mach cua hoi chimg Churg-Strauss, mot tinh trang dugc dicu tri bflng corticosteroid
toan than. Cac truong hop nay doi khi 14 do viée giam lidu hodc ngimg ding corticosteroid
duomng udng. Mac di méi lién hé voi cac chit khang receptor leucotrien chua duoc xac dinh,
nhung bénh nhdn ¢o thé gap phii cac tinh trang nhu tang bach cdu wa cosin. phat ban viém

mach. wricu chimg bénh phoi ning thém, bicn ching tim hode cac bénh than kinh.

ta phac do dicu tri.

13¢nh nhdn ¢d nhitng biéu hién nay nén duge xem xét lai va dimbrD
- Khi dicu tri vai montelukast. bénh nhan hen nhay cam voi aspirin nén lif‘.p tue tranh dang
aspirin va cac thude chong viém khong steroid (NSAID) khace.

- Bénh nhin ¢6 bénh 1y di truyén hiém gip nhu khong dung nap galactose, thidu hut enzym
Lapp lactasc, kém hép thu glucose-galactose khong nén dimg thude nay.

- Ta duge tinh bot my trong thanh phin thude ¢6 thé chira gluten. nhung lwong rit nho, do do
thude duge coi 1a an toan khi su dung cho nguoi bi bénh celiac (khong dung nap gluten).

Sir dung thude trong thoi kv ¢é thai va cho con ba:

Phu nir ¢6 thai: Cac nghién ctu trén dong vat chua thiy tie dung ¢é hai anh hudng dén phu
nir mang thai hay su phat trién cua thai nhi. Cae di lidu tén phu ni €6 thai con han ¢hé. Chi nén
sir dung montelukast cho phu n ¢o thai khi that cin thiét.

- Phy nit cho con bir: Khéng rd montelukast va cac chit chuyén hoa co bai tiét qua sira me
hay khong. vi vay chi dung thude cho phu ntr cho con bu khi that cin thiét.
Anh hwimg cua thude 1én khi niing ldi xe vit viin hanh may moc:
Montelukast khong anh huong hode anh huong khong déng ké dén khi ning ldi xe va van hanh
may moe. Luy nhién. néu bénh nhan gip cac tic dung phu nhu budn ngu hodc chong mat thi
khong nén lai xe hodce van hanh may moc.

7. Twong tic thude:
- (6 thé dung montelukast voi cde thude thuong dung khace trong dy phong va diéu tri hen
man tinh va vicm mui di tng.
- Dicn tich dudi dudmg cong (AUC) cua montelukast giam khoang 40% & ngudi ding dong
thoi phenobarbital, tuy nhicn khong can di¢u chinh liéu cua montelukast.
- Nghi¢n etu trén in vitro ¢ho thay montelukast Ia chéit tre ¢hé CYP2CS. Tuy nhién cac dir

liéu lam sing cho thay montelukast khong e ché CYP2CR in vivo. Do dé, montelukast khong



repaglinide.

8. Tac dung kKhong mong muon:
tac dung khong mong muon thudng gdp khi dung montelukast la

['rong nghién ctu lam sang.
dau dau. dau bung.
Cac tac dung khong mong muon €0 th gap phai khi ding lhum. nay bao g 50111

o llc co quan
N]mm l qum

| Mau va h' bach hu) LI

[ ¥ .
11¢ micn dich

K61 loan @m than

H¢ than Kinh trung vong

Tim mach

Ho hap. 1ong ngue va
trung that

| HE¢ udu hoa

I Gan mat

Da va ma duoi da

Co xuong khop va cac
' mo lién ket

Khac

Phan (mg qua man lmn gom ca soc phan vé

Mo bat thuong bao gom ca nhirng con ac

) Tac dun;., phu _
\Jlmm khuan du(m g ho hap trén

Tang nguy co clmv mau

Tham III]ICITI. l'li_lL‘h L"dll ua cosin [Z_‘ll adan

mong. mat ngu, mong du, lo au, kich dong.
tram cam. kich thich (cau gfll, bon chon. rung
minh)

Rm 10an tap lrung suy giam tri nhé

Ao gide, mit phuong hudng, suy nghi va co

hanh vi tu tw.
Chong mit, budn ngu.

di cam /giam nhay cam. co gidt
Dénh trong ngye

lam thay dor chuyén hod cua cde thuoe chuyén hoa qua enzym nay (paclitaxel, rosiglitazone,

" Tin sua__t N
Rét thudmg gip

Hiém 2ap

lteap
Rat hiém gap

it gap

Rat hiém géap

(. hd» T.I]dL] cam

Ho1 chimg Churg- '\lldl.lbb (.b%)
Tang bach cdu ua cosin o phm
Ti¢u chay. budn non. non |
Kho mi¢ng. khé ticu

Nong do transaminase huyét thanh (AS'1.
ALT) tang cao

Viem gan (bau scum cau mdl lon thuong (é
bio gan va ton thuong gan dang phire tap)

Phat ban

Bam tim. ndi mé day, ngira
Ph md(.h

| Iong ban nul ]wu" ban da len“
Dau khop. dau co bao gdm chudt rat

S-l(’\ - P
Sux nhl.ruu'mcl moi, kho t.luu phu né

9, Qu i lidu va xir (ri:

{rién chirng
e s . P P . . » ‘A T . v
I'tong nghién ctu v& hen man tinh, dimg montelukast voi cae licu moi ngay 161 200 mg cho

tudn. khong thiy ¢é phan tmg ¢6 hai quan trong trong lam sang.

i llLl’O’l]j:, gap

| Thuong gap
[t gap

—_—
il edp
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nguoi 1on trong 22 tudan va nghién clu ngdn ngay voi licu 900 mg moi ngay. dung trong mot
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- Trong phin 16m cdc bido cio vé qua liéu, khong gip cic phan tmg ¢6 hai. Nhimg phan (mg
hay gap nhit trong tw nhu dir liéu vé thude tinh an toan. gdm: Dau bung. budn ngu, khat, dau
dau. nén v tang kich dong.

X i

Khong co thong tin dic hiéu vé diéu tri qua liéu montelukast. Khong rd montelukast ¢6 duge

logt tri qua tham phan mang bung va tham phin mau hay khong.
T1¢n hanh cac bi¢n phap ho tro nhu ria da day d¢ loai trir thude da W cac li¢u phap dicu tri

tri¢u chimg pha hop.
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