R 706 AN THEO 00N nttps://vnras.com/drug/

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
GIVET-5

Vién nén bao phim
GIVET-10

Thudc ban theo don

bé xa tam tay cia tré em
bgc ky huéng dan sir dyng trude khi dung .
Thong bao ngay cho bac s§ nhirng tac dung khong mong muon khi sir dung thuoc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phén, ham lwong ciia thudc:

MGdi vién nén bao phim GIVET-5 chira:

Montelukast natri tuong dwong Montelukast ............ 5 mg.

Ta dwoc: Flowlac 100, natri starch glycolat, cellulose vi tinh thé (M112), crospovidon, silicon dioxyd, calci
hydroxyd, natri lauryl sulfat, magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 6000, polysorbat 80, dau thiu
ddu, mau quinolin yellow, mau sunset yellow.

MGdi vién nén bao phim GIVET-10 chira:

Montelukast natri turong dwong Montelukast ............ 10 mg.

Ta duoc: Flowlac 100, natri starch glycolat, cellulose vi tinh thé (M112), crospovidon, silicon dioxyd, calci
hydroxyd, natri lauryl sulfat, magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 6000, polysorbat 80, dau thau
ddu, mau tartrazin yellow, mau erythrosin lake.

. Mé ta san phim:

GIVET-S: Vién nén dai, bao phim mau vang, mot mat c6 dap logo -, mat kia c6 dap gach ngang
GIVET-10: Vién nén dai, bao phim mau hong, mot mat c6 dap logo -+, mat kia cé dap gach ngang.

. Quy cach déng goi:

GIVET-5: Hop 4 vi x 7 vién/ Hop 10 vi x 10 vién.
GIVET-10: Hop 4 vi x 7 vién.

. Thudc dung cho bénh gi?

San phim GIVET-5/ GIVET-10 chira thanh phan chinh c6 tic dung duoc 1y 1a montelukast, mot chat wc ché thu
thé leukotrien.

Leukotrien 1a chit 1am hep va sung cac khi quan trong phi. Montelukast khéa céc leukotrien, do d6 cai thién
triéu chuing hen phé quan va gitip kiém so4t hen phé quan.

Montelukast dugc sir dung theo chi dinh ctia béc sy dé diéu tri va kiém sodt hen phé quan cho ban ca ngay va
dém.

Montelukast duoc dung dé:

Dy phong va diéu tri hen phé quan man tinh cho ngudi 16n va tré em 6 tudi, bao gdm dy phong ca cic triéu
chtng hen ban ngay va ban dém, diéu tri hen nhay cam véi aspirin va du phong con co thit phé quan do géng
strc.

Giam cac tri€u chung ban ngay va ban dém cua viém mii di ung (viém miii di rng theo mua, viém mii di tng
quanh ndm cho ngudi 16n va tré em tir 6 tudi trd 1én).

Béc s§ ciia ban s& quyét dinh nén ding thudc nhu thé ndo tity thudce vao triéu chirmg va mirc do nghiém trong cua
bénh hen phé quan.

. Nén ding thuéc nay nhu thé nio va liéu lwong?

Luon dung thude chinh xac nhu hudéng dan ciia béc sy hodc duoc sy. Néu ban chua rd, hiy hoi lai cho chic chin.
Liéu ding:

Ngudi 16n, tir 15 tudi tré 1én bi hen v/ hodc viém miii di tng: 1 vién 10 mg/ ngay.

Tré em tir 6 - 14 tudi bi hen v/ hodc viém miii di tng: 1 vién 5 mg/ ngay.

Hay chic chén rang ban hodc con ban khong ubng cic ché pham khac ciing chira montelukast khi dang ubng
thudc nay.

Ban hoic con ban nén tiép tuc diing thudc ngay ca khi khong con triéu chimg hodc ¢6 con hen phé quan cip.
Cach dung:

Thudc ding dudng udng.

. Khi nio khong nén ding thudc nay?

Khong nén dung thudc niy néu ban qui man véi montelukast hogic bat cir thanh phan nao ctia thude.

. Tac dung khong mong muén

Nhu céc thude khéc, montelukast ¢6 thé gdy tic dung khong mong muén, nhung khong phai ai cling gap phai.
Trong céc nghién ctru 1am sang voi vién montelukast 5 mg, tic dung khong mong muén thuong gép nhét (gap
phai & it nhat 1 trong 100 bénh nhan va dudi 1 trong 10 bénh nhan) dugc cho 1 lién quan dén viéc ding thude
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bung. Nhimg tic dung nay thudng nhe va xay ra nhiéu hon so v6i bénh nhén diéu tri bang gia dugc (vién khong
chtra hoat chat).

Cdc tdc dung khong mong muén sau day dwoc bdo cdo sau khi thude dioc dwa ra thi truong:

Rat thiong gap:

Nhiém tring duong hd hap trén.

Thwong gap:

Tiéu chay, budn ndn, ndn, ting ndng do transaminase huyét thanh (ALT, AST), phat ban, sot.

It gap:

Phan (g qui man bao gdm sdc phan vé, gidc mo bat thudng bao gdbm dc mong, mat ngi, mong du, lo ling, kich
dong bao gom hanh vi hung dit hodc thu dich, trim cam, ting dong tam than van dong (bao gdm kich thich, bon
chon, run), chéng mat, budn ngu, di cam/ giam cam gidc, co giat, chay mau cam, kho miéng, kho tiéu, bim tim,
ndi may day, ngtra, dau khdp, dau co bao gém chuot rat, suy nhugce/ mét moi, khé chiu, phu né.

Hiém gap:

Tang xu hudng chay mdu, rdi loan sy chi y, giam trf nhé, tim dap nhanh, phit mach.

Rat hiém gap:

Tham nhiém bach cau 4i toan tai gan, 40 gidc, mat phuong hudng, c6 ¥ tudng hodc hanh vi tu tir, bach cau 4i
toan & phéi viém gan, héng ban nét, héng ban da dang.

O mot sb bénh nhén hen phé quan diéu tri v6i montelukast, dd c6 bao céo rat hiém truong hop gip phai cdc triéu
chting bao gom triéu chimg giong cum, tay va chan nhu bi kim cham hodc t€, triéu ching bénh phdi ning hon
va/ hodc ndi man (hoi ching Churg-Strauss). Thong bdo ngay véi bac sy néu ban gip phai nhing triéu chimg
nay.

Thudc c6 thé gdy ra cdc tdc dung khong mong muén khdc. Thong bdo cho bdc sy hodc dwoc sy cdc tdc dung
khong mong muon gdp phdi khi sir dung thudc.

8. Nén tranh dung nhiing thudc hoic thwe phidm gi khi dang sir dung thudc nay?

Thong bado cho bac s§ hoac duge sy cua ban vé tit ca cac loai thubc ma ban dang st dung, bao g6m ca céc thude
ké don hoac khong ké don, cac vitamin hodc thude tir duoc liéu.
Thong bdo cho bdc sy néu ban dang sir dung cdc thudc sau:

- Theophylin, prednison, prednisolon, thudc tranh thai duong udng (ethinyl estradiol/ norethindron 35/1),
terfenadin, digoxin va warfarin.

- Phenytoin, phenobarbital va rifampicin.

- Gemfibrozil.

9. Cén lam gi khi mét lin quén khéng ding thubc?
Néu ban quén khong dung 1 liéu, udng lidu tiép theo nhu lich trinh cii. Khéng udng gp doi lidu dé bu vao lidu
da quén.

10. Néu ban mudn ngirng thube
Tiép tuc sir dung thude cho dén khi bic sy bao ngimg. Khong dwoc tw ¥ ngimg thudc. Montelukast chi ¢ thé
diéu tri hen phé quan khi dung thudc lién tuc. Hay diing thude nhu hudng din ciia bac sy. Diu nay s& gitip kiém
sodt tot hen phé quan.
Néu ban c6 thic mac gi khi sir dung thube nay, hay lién hé véi béc sy hodc dugc sy.

11. Cén bio quan thudc nay nhw thé nao?
Giit thudc trong bao bi gbc cuia nha san xuét, day kin.
Pé thube noi khé rao, tranh anh sang, nhiét ¢ khong qua 30°C va ngoai tam véi cua tré em.
Khong sir dung thude sau ngay hét han in trén bao bi (hop va vi thudc).

12. Nhirng d4u hiéu va triéu chirmg khi ding thudc qua liéu
Diing thudc chinh x4c nhu hudng dan cta bac sy. Néu vo ¥ dung qua liéu, ban ¢ thé gip nhiing triéu chiing sau
day: Pau bung, budn ngu, khat, dau déu, non va ting dong. Tuy nhién, néu ban ding thudc nhiéu hon chi dan,
ngung dung thubc va lién lac ngay véi béc sy hodc trung tim y té gin nhat.

13. Cin phai lam g khi dung thudc qua lidu khuyén cdo?
Ngung ding thubc va lién lac ngay v0i bac sy hodc trung tam y té gan nhét.
Mang theo vién thudc cling v&i bao bi dé bac sy biét ban da udng thudc gi va c6 bién phéap xir 1y kip thoi.

14. Nhiing diéu cin thin trong khi ding thudc nay

Trueée khi ding thuée nay, thong bdo cho bdc sy:

- Néu bénh hen phé quan nang hon, hay théng bao ngay cho bac sy.

- Montelukast khong dung dé diéu tri con hen cép. Néu 1én con hen, 1am theo huéng dan cia bac sy, phai ludn
chéc chén 12 ban c6 sin thude tri con hen bén nguoi.

- Ban hoic con ban phai dung day du thude chdng hen béc sy da chi dinh. Montelukast khong thay thé cac thudc
chéng hen khac.

- Néu ban hoic con ban ¢6 céc triéu chung nhu tri¢u ching giéng cum, tay va chan nhu bi kim cham hoéc t€, tri¢u
chung bénh phdi ning hon v&/ hodc ndi min, hay thong bdo ngay cho béc sy.
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- Khong nén sir dung acid acetyl-salicylic (aspirin) hodc céc thulglt&gg v1£4\{ qr§§ I\@Qmég!— Heg!

viém khong steroid) néu céc thude d6 1am bénh hen phe quan cua ban hodc con ban nang hon.

Thudc c6 chira lactose. Thong bio cho bac s§ néu ban timg dugc cho biét ban khéng c6 kha ning dung nap mot
loai dudng nao.

GIVET-5 c6 chira polysorbat 80, mau quinolin yellow, mau sunset yellow c6 thé gy di tmg va dau thau diu c6
thé gay dau bung, tiéu chay.

GIVET-10 c6 chita polysorbat 80, mau tartrazin yellow, mau erythrosin lake c6 thé gy di ing va dau thau dau
co thé gay dau bung, tiéu chay.

Pé xa tim tay tré em.

Tré em:

Thudc khong thich hgp st dung cho tré em dudi 6 tudi, nén chuyén sang ding dang com ubng.

Phu nit mang thai hodc cho con bu:

Néu ban dang mang thai hodc dang cho con b, nghi rang dang mang thai hodc ¢6 dy dinh mang thai, tham khao
y kién bac sy trude khi ding thude.

Phuy nit mang thai: Bac sy ctia ban s& xem xét viéc ¢6 nén cho ban dung thudc trong thoi gian nay hay khong.
Phuy nit cho con bii: Chua rd thube c6 di vao sita hay khong. Tham khao ¥ kién bac sy trudc khi ding thude néu
ban dang cho con bu hodc ¢6 y dinh cho con bu.

Ldi xe va vdn hanh mdy mdc:

Montelukast khong anh hudng hodc anh huong khong dang ké dén kha ning l4i xe va van hanh mdy méc, tuy
nhién trong mot sd rat it truong hop, thudc c¢6 thé giy chéng mit, budn ngu. Néu gip nhiing triéu ching trén
khong nén thyc hién cac cong viéc can tap trung cao do nhu lai xe hoac van hanh may méc.

15. Khi nao cin tham vén bac s§, dwoc s§?

Can lién lac ngay véi bac sy hodc trung tim y té gan nhat khi diing thubc qué liéu chi dinh.

Théng thudng, bao gid ciing phai hoi y kién bac sy hodc dugc sy trude lic ding bét ky thude nao khi mang thai
hoac cho con bu.

Thong béo ngay cho bac sy hodc duoc sy nhing tic dung khong mong mudn gip phai khi sir dung thudc.

Néu can thém thong tin xin hoi ¥ kién béc sy hodc dugc s.

16. Han dung ciia thudc: 36 thang ké tir ngay san xut.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN B(,h]:

. PAC TiNH DUQC LUC HQC:

Nhém dwge 1y: Chét d6i khang thu thé leukotrien.

Ma ATC: RO3DCO3.

Céc cysteinyl leukotrien (LTC4, LTDs4, LTE4) 1a nhitng eicosanoid cé hiéu lyc, dugc tiét ra tir nhiéu loai t& bao,
bao gom dudng bao va bach cau ua eosin. Cac chat trung gian quan trong tién hen nay duoc gin vao céc thy thé
cysteinyl leukotrien (CysLT)). Céc thy thé CysLT, dugc tim thay trong duong thg cia ngudi bao g6m cc té bao
co tron va dai thyc bao ciia dudng thd va trong céc té bao tién viém khac (bao gom bach cau ua eosin va mot s6
té bao dang tiy). CysLT c6 twong quan véi sinh 1y bénh hoc ctia hen va viém mili di tng. Trong bénh hen, cic
tac dung qua trung gian leukotrien bao gom mot s6 tic dung 1én dudng thé nhu 1am co that phé quan, anh huong
su tiét chat nhﬁy, su thAm mao mach va sy bo sung bach cau ua eosin. Trong viém miii di ing, CysLT dugc tiét
tir niém mac miii sau khi tiép xdc véi di nguyén trong cic phan (mg & cac pha nhanh, chdm va c6 lién quan t6i
céc triéu ching viém mii di tng. CysLT trong miii s& lam ting dé khang ¢ duong thd va cdc tridu ching tic
nghén o miii.

Montelukast dang uéng 1a chét ¢6 tinh chéng viém va cai thién dugc cac thong sb6 vé viém do hen. Dua vao cdc
thir nghiém vé héa sinh va duoc Iy, montelukast chirng t6 ¢6 i lyc cao va c6 do chon loc véi thy thé CysLT (tac
dung nay tréi hon & cic thy thé khac ciing quan trong vé duoc 1y, nhu cac thu thé prostanoid, cholinergic hodc -
adrenerglc) Montelukast ¢ ché manh nhitng tidc dung sinh 1y cua LTCs, LTDs, LTE4 tai thy thé CysLT; ma
khong hé c6 tic dung chu van.

¢} nguoi hen, montelukast trc ché cdc thy thé cysteinyl leukotrien & dudng thd cho thay ¢6 kha nang trc ché su co
that phé quan do hit LTD4. Véi céc lidu dudi 5 mg da phong bé duoc su co thit phé quan do LTD,. Montelukast
gdy gidn phé quan trong 2 gid sau khi ubng, nhimng tic dung nay hiép dong véi su gidn phé quan nhd ding chét
chu van.

. PAC TINH DUQC PONG HQC:

Hap thu:

Sau khi uéng, montelukast hap thu nhanh va hau nhu hoan toan. Vi vién nén bao phim 10 mg, Cmax dat 3 gio
(Tmax) sau khi nguoi 16n udng lac déi. Sinh kha dung khi uéng 12 64%. Sinh kha dung va Cpa khong bi anh
huéng béi bita an chuan.

V6i vién nén bao phim 5 mg, Cua dat 2 gir sau khi ngudi 16n udng liic doi. Sinh kha dung khi ubng 12 37%.
Thirc an khong c6 anh huéng 16n trong 1am sang khi diing thube dai ngay.

Phén bé:

Montelukast gan hon 99% vao protein huyét twong. Thé tich phan bd (Vg) trong trang thii 6n dinh cia
montelukast 12 8 - 11 L. Nghién ctru trén chudt cong voi montelukast danh diu cho thay c¢6 phan bd tbi thiéu qua
hang rio mau nio. Hon nita, ndng do ctia chat danh dau sau khi udng 24 gio 12 téi thiéu trong moi mé khic.
Chuyén héa:

Montelukast chuyén héa rt manh. Trong cic nghién ctru véi liéu diéu tri, cdc ndng do trong huyét twong clia céc
chat chuyén héa ciia montelukast khong tim thay dugc trong trang thai 6n dinh & ngudi 16n va tré em.

Nghién ctru in vitro, st dung microsom gan ngudi cho thdy cytochrom P450 3A4 va 2C9 lam xic téc cho
chuyén héa ciia montelukast. Dua vao cic két qua khéc in vitro trén microsom gan ngudi, thiy cac nong do didu
tri cua montelukast trong huyét tuong khong trc ché céc cytochrom P450 3A4, 2C9, 1A2, 2A6, 2C19, 2D6.

Thai trir:

Do thanh thai cua montelukast trong huyét tuong la 45 mL/ phit ¢ ngudi 16n khoe manh. Sau khi ubng
montelukast danh dau, thiy 86% chit danh dau duoc tim thiy trong phén cua tong cong 5 ngay va dudi 0,2%
thai qua nudc tiéu. Piéu nay cho thdy khi udng thi montelukast va cdc chéat chuyén héa cua thube duoc thai gan
nhu hoan toan qua mat.

Trong nhiéu nghién ctru, thoi gian béan thai trong huyét twong ciia montelukast 1a 2,7 - 5,5 gio & ngudi tré tudi
khoe manh. Dugc dong hoc cua montelukast hau nhu tuyén tinh khi uéng t6i lidu 50 mg. Khong cé su khac biét
vé duge dong hoc khi udng séng hodc tdi. Khi udng 1 lan trong ngay véi 10 mg montelukast, thay rét it ¢6 tich
lity chdt me montelukast trong huyét trong (xp xi 14%).

Déi twong dic bigt:

Khong can chinh liéu & nguoi cao tudi va bénh suy gan nhe dén trung binh. Chua nghién ctru trén bénh nhan suy
than. Do montelukast chuyén héa va thai trir qua duong mat, khong can chinh liéu & bénh nhan suy than. Chua
¢6 dit liéu vé duoc dong hoc cua thubc trén bénh nhén suy gan nang (Child-Pugh > 9).

Liéu cao (20 va 60 lan lidu khuyen c4o trén ngudi 16n) 1am giam ndng do theophylin trong huyét twong. Khong
thiy tac dong nay khi sir dung lidu khuyén céo 10 mg/ ngay.

. CHI PINH:

Du phong va diéu tri hen phé quan man tinh cho ngudi 16n va tré em 6 tudi, bao gdbm dy phong ca cic triéu
chtng hen ban ngay va ban dém, diéu tri hen nhay cam véi aspirin va du phong con co thit phé quan do géng
strc.

Gidm céc triéu chiing ban ngay va ban dém cta viém mii di ung (viém miii di tng theo mua, viém mii di ung
quanh nam cho ngudi 16n va tré em tir 6 tudi tro 1n).

LIEU DUNG - CACH DUNG:
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Diing thudc mdi ngay mot 1an. Dé chita hen, cin udng thudc vao budi téi. Vi viém miii di tmg, thoi gian ding
thude tiry thudc vio nhu cau cia timg dbi tuong.

Vi nguodi bénh vira hen vira viém miii di tmg, nén ding mdi ngay mot lan, vao budi téi.

Ngudi 16n, tir 15 tudi tré 1én bi hen va/ hodc viém miii di tmg: 1 vién 10 mg/ ngay.

Tré em tir 6 - 14 tudi bi hen vi/ hodc viém miii di ing: 1 vién 5 mg/ ngay.

Tré em tir 6 thang - 5 tudi bi hen va/ hodc viém miii di ing: Nén chuyén sang dang cém udng géi 4 mg/ ngay.
Khuyén cdo chung:

Hi¢u qua cua montelukast dya vao cic thong sO kiém tra hen s& dat trong 1 ngay. Can din ngudi bénh tiép tuc
dung thuoc ngay ca khi con hen da dugc khdng ché, ciing nhu trong cac thoi ky bi hen nang hon.

Khong can chinh liéu cho bénh nhén suy than hodc bénh nhan suy gan nhe dén trung binh hodc cho timg gidi
tinh. Chua c6 dit liéu vé viéc dung thudc trén bénh nhan suy gan ning.

Liéu phdp thay thé cho corticosteroid dang hit liéu thap cho bénh nhan hen phé quan dai dang nhe:

Montelukast khong dugc khuyén cdo sir dung don tri & bénh nhan hen phé quan trung binh kéo dai. Chi dung
montelukast dé diéu trj thay the cho corticosteroid dang hit lidu thap & tré em bi hen phé quan dai dang nhe néu
tré khong 1én con hen nang gan ddy ma can ding dén corticosteroid dudng uong, va ¢ tré¢ em khong thé dung
corticosteroid dang hit. Hen phé quan dai dang nhe 12 cic triéu chimg hen phé quan xudt hién nhiéu hon 1 lan
mdi tudn, nhung it hon 1 lan mdi ngay, tri¢u ching ban dém hon 2 lan m6i thang nhung it hon 1 1an mdi tuan,
chuc nang ph01 binh thuong giita 2 giai doan. Néu khéng kiém soat tot hen phé quan (thuong trong vong 1
thang), c6 thé can thém hoic thay thé liéu phap khdng viém. Bénh nhan nén dugc danh gia dinh ky vé kiém soat
hen phé quan.

Sir dung dong thoi voi thudc diéu tri hen phé quan khdc:

Khi montelukast duoc sir dung bd sung cho liéu phdp corticosteroid dang hit, khong dugc thay thé dot ngot
corticosteroid dang hit bang montelukast.

Cach dung:

Thudc dung dudng udng. Udng thude cliing véi nudc.

. CHONG CHI PINH:

Qud man ddi véi montelukast hodc bat ky thanh phan nao ciia thude.

. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chua xac dinh duoc hiéu lyc khi uéng montelukast trong diéu tri cac con hen céip tinh. Vi vay, khong nén dung
montelukast cdc dang uéng dé diéu tri con hen cép. Nguoi bénh can duoge dan do dung cach diéu trj thich hop
san co.

C6 thé phai giam corticosteroid dang hit dan dan dudi sy gidm st cua bac sy, nhung khong duoc thay thé dot
ngdt thude corticosteroid dang udng hodc hit bang montelukast.

Khi giam lidu corticosteroid dung duong toan than & ngudi bénh ding céc thude chdng hen khic, bao gdom céc
thube d6i khang thu thé leukotrien s& kéo theo mot sb hiém treong hop sau: Tang bach cAu ua eosin, phat ban,
thé ngén, bién chimg tim v/ hodc bénh than kinh c¢6 khi chan doan 1 hoi chimg Churg-Strauss 12 viém mach hé
thémg c6 tang bach cAu wa eosin. Mic du chua xé4c dinh duoc su lién quan nhan qua vdi cic chat déi khang thu
thé leukotrien, can than trong va theo doi chit ch& 1am sang khi giam liu corticosteroid dudng toan than & ngudi
bénh dung montelukast.

Khi diéu tri véi montelukast, bénh nhan bi hen phé quan man cam véi aspirin van phai trinh sir dung aspirin va
céc thude khang viém khong steroid khéc.

Cdnh bdo va thdn trong lién quan tda dugc:

Ché phim c6 chira lactose, bénh nhan bi bénh di truyén hiém gip kém dung nap galactose, thiéu hut Lapp
lactase hodc réi loan hip thu glucose-galactose khong nén st dung.

GIVET-5 ¢6 chira polysorbat 80, mau quinolin yellow, mau sunset yellow c6 thé giy di ung, dau thau dau c6 thé
gdy dau bung, ti€u chay.

GIVET-10 c6 chtra polysorbat 80, mau tartrazin yellow, mau erythrosin lake ¢ thé gdy di img, diu thau dau c6
thé gay dau bung, tiu chay.

Dé xa tAm tay tré em.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phuy nit mang thai:

Nghién ctru & dong vét khong cho thiy tic dung c6 hai trén qud trinh mang thai hodc su phat trién phoi/ bao thai.

Sau khi thudc luu hanh trén thi truong, da c6 bao cdo hiém khi vé di tat thai nhi (nhu thiéu chi) (hiém khi xay ra).
Khong du dit liéu dé két luan c6 lién hé véi montelukast.

Chi st dung thudc cho phu nit ¢6 thai khi that can thiét.

Phu nit cho con bu:

Nghién ctru ¢ chudt cho thay montelukast c6 tiét vao sira me.

O nguoi, chua ro thudc c6 tiét vao sira me hay khong. Vi thude c6 thé tiét qua sira me, chi sir dung thudc khi that
can thiét.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
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nhién trong mot b rat it trudng hop, thude c6 thé gay chéng mit, budn ngu.

. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC:

C6 thé ding montelukast v6i cic thudc thuong dung khdc trong dy phong va diéu tri man tinh bénh hen va diéu
tri viém mii di Gmg. Trong cdc nghién ctru vé twong tac thudc, thiy liéu khuyen céo trong diéu tri ctia
montelukast khong c6 anh huong dang ké t6i duge dong hoc cua céc thudc sau: Theophylin, prednison,
prednisolon, thudc uéng ngira thai (ethinyl estradiol/ norethindron 35/1), terfenadin, digoxin va warfarin.

Di¢n tich du6i dudong cong (AUC) cta montelukast giam khoang 40% & nguoi cing dung phenobarbital. Do
montelukast dugc chuyén héa béi CYP 3A4, 2C8, va 2C9, nén than trong khi sir dung montelukast chung véi
céc chat cam tmg CYP 3A4, 2C8, va 2C9 nhu phenytoin, phenobarbital va rifampicin, déc biét 1a ¢ tré¢ em.
Montelukast khong 1am thay ddi qua trinh chuyén héa cua cic thude duoge chuyén héa chi yéu qua CYP 2C8
(nhu paclitaxel, rosiglitazon, repaglinid).

Montelukast 14 co cht cia CYP 2C8, va mot phan nhé hon ctia 2C9 va 3A4. Gemfibrozil (trc ché CYP 2C8 va
2C9) tang phoi nhiém hé thong cia montelukast 1én 4,4 1an. Khong can chinh lidu montelukast, tuy nhién can
than trong nguy co ting tic dung khong mong mudn.

Tuong tac duoc dong hoc véi cac chat e ché CYP 2C8 yéu hon (nhu trimethoprim), va itraconazol (chét tc ché
manh CYP 3A) khong déng ké.

. TAC DUNG KHONG MONG MUON:

Téc dung khong mong mudn di dugc bao céo thudng gip (1/100 < ADR < 1/10) trong cdc nghién ctru 1am sang
trén bénh nhan duoc diéu tri véi montelukast va cao hon so véi nhém bénh nhan diing gia dwoc:

Ngueoi 16m va tré vi thanh nién = 15 tuéi:

Than kinh: Nhirc dau.

Tiéu hoa: Pau bung.

Tré em tir 6 dén 14 tuoi:

Than kinh: Nhirc dau.

Trong céc thir nghiém l1am sang kéo dai dén 2 nam & nguoi 16n, va dén 12 thang o tré em 6 dén 14 tudi, thong tin
an toan khong thay dbi.

Tdc dung khong mong muon dwgc bdo cdo sau khi dwa thuéc ra thi truong:

Rat thuong gap (ADR 2 1/10)

Nhiém tring va nhiém ky sinh tring: Nhidm tring duong hd hap trén.

Thuong gap (1/100 < ADR < 1/10)

Tiéu héa: Tiéu chay, budn non, non.

Gan - mat: Tang néng d0 transaminase huyét thanh (ALT, AST).

Da va m6 dudi da: Phat ban.

R6i loan chung va tai vi tri st dung: Sét.

It gap (1/1.000 < ADR < 1/100)

Mién dich: Phan tmng qud man bao gom soc phan vé.

Tam than: Giac mo bat thuong bao gdm 4c mong, mét ngi, mong du, lo lang, kich dong bao gdém hanh vi hung
dit hodc tha dich, trAm cam, tang dong tam than van dong (bao gom kich thich, bdn chdn, run).

Than kinh: Chéng mit, buén ngu, di cam/ giam cam giac, co giat.

H6 hép, 16ng nguc va trung that: Chay mau cam.

Tiéu héa: Kho miéng, kho tiéu.

Da va md dudi da: Bim tim, ni may day, ngta.

Xwong va mé lién két: Pau khép, dau co bao gom chudt riit.

R6i loan chung va tai vi tri st dung: Suy nhugc/ mét moi, khé chiu, phu né.

Hiém gap (1/10.000 < ADR < 1/1.000)

Midu va hé bach huyét: Tang xu huéng chay mau.

T4am than: Réi loan su chii ¥, giam tri nhé.

Tim mach: Danh tréng nguc.

Da va mo6 duéi da: Phu mach.

Rat hiém gdp (1/100.000 < ADR < 1/10.000)

Hé mién dich: Tham nhidm bach cau 4i toan tai gan.

Tam than: Ao gidc, mat phwong hudng, c6 y tuéng hodc hanh vi ty ti.

H6 hép, 16ng nguc va trung that: Hoi chitg Churg-Strauss, bach ciu di toan ¢ phoi.

Gan, mat: Viém gan.

Da va md dudi da: Hong ban nét, hdng ban da dang.

Thudc c6 thé gdy ra cdc tdc dung khong mong muon khdc. Can theo doi chdt ché va khuyén cdo bénh nhan
thong bdo cho bdc sy nhiing tdc dung khong mong muon gap phai khi sir dung thuoc.

. QUA LIEU VA XU TRI:

Khong c6 thong tin cu thé vé diéu tri qué lidu montelukast. Trong nghién ctru vé hen man tinh, dung montelukast
v6i cdc lidu mbi ngay t6i 200  mg cho ngudi 16n trong 22 tudn va nghién ciru ngén ngay vai liéu téi 900 mg mdi
ngy, diing trong khoang 1 tuin, khong thdy c6 phan ng quan trong trong lam sang.
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montelukast. Cdc bdo cdo nay bao gém ca ¢ tre em va ngudi 16n voi lidu cao nhat 1én dén 1.000 mg. Nhiing két
qua trong nghién ctru va trong 1am sang phit hop véi tong quan vé do an toan & nguoi 16n va cic bénh nhi. Trong
phén 16n cic bao cdo vé qud liéu, khéng gip cic phan g c6 hai. Nhimg phan tmg hay gip nhét ciing twong tu
nhu dit liéu vé thudc tinh an toan cua montelukast bao gém dau bung, budn ngu, khat, dau déu, non va tang dong.
Chua 16 montelukast c6 thé tham tach dugc qua mang bung hay loc mau.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qud lidu chi dinh.

Piéu kién bio quan: Noi kho rao, tranh anh sang, nhiét d6 khong qua 30°C.
Han dung ciia thude: 36 thing ké tir ngay san xuét.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Sdn xuat tqi:
DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong,
Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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