Rx

KIPEL CHEWABLE TABLETS 4 mg

Thuoc nay chi dang theo don thuoc.
Pé xa tam tay tré em.
DPoc ky huwong dan sii dung triede khi ding,

THANH PHAN

Kipel chewable tablets 4mg

Thanh phin duwgc chiit:

MG6i vién nhai chiva: Natri montelukast tuong dwong véi Montelukast 4 mg

Thanh phin té duge: Mamitol, cellulose vi tinh thé, croscarmellose natri, hydroxypropyl
cellulose, bot anh dao, aspartam, oxyd st do, magnesi stearate.

DANG BAO CHI

Vién nhai.

M ti sin phim:

Kipel cliewable tableis 4 nmig! Vicn nhal inau hdng, hinh bau dye, hai mat khum,

CHI DINH

Thubc duge chi dinh & tré em tir 2 - 5 tudi:

Hen phé quan: Dy phong va diéu tri hen phé quan man tinh,

Viem miii dj tmg: Didu tri tridu chimg viém miii di tng (viém miii di Gng theo mba va viém mii dj
g quanh nam).

CACH DUNG, LIEU DUNG

Cichl ditng: Nhai ki va udng voi nude.

Liéu ding:

Hen phé qudn man tinh:

Montelukast nén duge sir dung mdi ngay mét 1an vio budi tdi. Vi
Tré em tir 2 — 5 tudi: 1 viCn nhai 4 mg.

Tré em tir 12 — 23 thang tudi: d& nghi tham khao y k1en béc si.
Dd an toan va hi¢u qua trén tré em dudi 12 thang tudi bi hen phé quan chua duoc thiét 1ap.

Viem miii dj irng:

Péi v6i viem miii di tmg, montelukast nén ding mdi ngay mot lan. Hiéu qua dé duge chimg minh
cho viém mii di (mg theo mua khi sir dyng montelukast vao bum sang hay budi téi ma khong lién
quan dén thoi dlem bita &n. Thoi gian ding thude tily theo nhu ciu cia timg dbi trong.

Tréem tir 2 — 5 tudi: 1 vién nhai 4 mg

D6 an toan va hiéu qua trén tré em dudi 2 tudi bi viém miii di img chua duge thiét 1ap.

Hen phé quan va viém miti dj ieng:

Bénh nhén vira bi hen phé quéan vira bi viém miii di tmg nén ding 1 vién mdi ngay vao budi ti.

.

céc lieu sau;

CHONG CHI PINH

Bénh nhéin man cam vdi bat ki thanh phan nao cia thuoc.

CANH BAO VA THAN TRQNG KHI DUNG THUOC

Khuyén cdo chung

Khong dung montelukast trong diéu (i co that phé qudn trong con hen C]p bao g,fml trang thai
suyén, Bénh nhén can duge hudng dan ding cdch diéu tri thich hop sfn co. Co thé tlep tye dimg
montelukast trong Iic con hen suyén cép (rdm trong. Bcnh nhan bi hen suyén niing do gang sire can
¢6 san thude chu van B (B-agonist) dang hit, tac dung ngén dé ciru nguy.

C6 thé phai giam corticosleroid dang hit dan dan dudi sy gidm sat cia thay thube, nhung khong
dugc thay thé dot ngdt corticosteroid dang hit hodc udng bang montelukast.
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O nhitng bénh nhan man cam véi aspirin, khong nén dung aspirin hoic céc thude khéng viém khong
steroid khdc trong khi dung montelukast. Mic di montelukast co tac dung cai thién chirc ning
duong ho hap & bénh nhan hen suyén man cam véi aspirin, nhung chwa chimg to loai bo duge ddp
img gdy co thit phé quan do aspirin va cdc thude khang viém khong steroid khac & bénh nhan hen
suyén nhay cam vai aspirin.

Cdc tdc dong trén than kinh — téam than

D& ¢6 béo céo vé cac roi loan than kinh-tdm than ¢ nhimg bénh nhan udng montelukast, ké ca nguoi
I6m, thidu nién va tré em. Triéu chimg d& duge bdo cdo bao gdm kich déng, thai dé hung hing hoic
thu dich, lo Au, trdm cam, mong mi bt thuong, ao giéc, mat ngu, dé kich tmg, hiéu dong, mong du,
¢O suy nght va hanh dong mudn ty sat (k& ca ty sat) va run.

Béc s va bénh nhéan can canh giac vé& nhitng rbi loan than kinh — tim than c6 thé xay ra. Can huéng
dan cho bénh nhin r§’mg phai thong bao cho bac st néu gdp phai nhiing tri¢u chirng nay. Béc si nén
than trong danh gia giita nguy co va loi ich cua viée tiép tue chi dinh montelukast khi xay ra nhitng
tri¢u chimg trén.

Téing bach cdu wa eosin

Mot s6 hiém truvong hgp b¢nh nhéan bi hen p.hé quan diu tri v6i montelukast ¢6 thé b tang bach clu
wra eosin toan théan, doi khi gap triéu chimg viém mach dédc trung cia hdi chimg Churg-Strauss khi
giam lidu corticosteroid ding dudng toan than.

Chitng phenyftketon niéu: Bénh nhin bi phenylketon niéu nén duge thong béo rang trong vién nhai 4
mg va 5 mg cé chita phenylalanin (trong thanh phan ctia aspartam), mdi vién nhai 4 mg va 5 mg ¢6
chira tuvong tmg 0,674 va 0,842 mg phenylalanin.

SU DUNG THUOC O PHU NU MANG THAI VA CHO CON BU

Phy nii mang thai

Chua c6 nghién ctiu ddy du va 6 kiém soat tt trén phy nit c6 thai. Montelukast chi st dung cho
phu nit ¢6 thai khi thyc sy can thiét.

Phuy nit cho con bii

Chura 16 sur bai tiét ctia montelukast qua sita me. Cin thén trong khi ding thude trong thoi ky cho
con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Than trong khi lai xe vi thudc ¢ thé gay dau dau, chong mét, mét mai, mat ngu, do giic.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Montelukast c¢6 thé duge st dung ciing véi céc liéu phap du phong va didu tri man tinh bénh hen
phé quan. Trong cdc nghién ciru vé tuong tac thude, lidu str dung khuyén cdo trén 1am sang cta
montelukast khéng cé téc déng 1am sang quan trong dén duoc déng hoc cia cic thube sau:
theophylline, prednisone, prednisolone, thuéc tranh thai duong udng (ethinyl estradiol/
norethindrone 35/1), terfenadine, digoxin va warfarin.

Dién tich du6i dudng cong ndng do trong huyét tuong (AUC) ctia montelukast giam khoang 40% &
nhitng dbi tuong sir dung dong thoi phenobarbital. Vi montelukast dugc chuyén hoa boi CYP 3A4,
2C8, 2C9 nén cin théin trong dic biét & tré em khi sir dung ddng thoi montelukast véi cde thude cam
(mg CYP 3A4, 2C8, 2C9 nhu phenytoin, phenobarbital and rifampicin.

Cac nghién ctru in vitro cho tlﬂy montelukast 1a chit c6 kha nang trc ché CYP 2C8. Tuy nhién, dit
liéu nghién ciru twong tac thude trén 1am sang, lién quan dén montelukast va rosiglitazone (co chét
dai dién cho cac thube chuyén héa chi yéu bai CYP 2C8) di cho thiy montelukast khéng trc ché
CYP 2C8 in vivo. Do dé, montelukast duge du doan s& khong gy anh huong dang ké dén su
chuyén héa céc thude duge chuyén hoéa boi CYP 2C8 (vi du: paclitaxel, rosiglitazone, repaglinide).
Céc nghién ctu in vitro cho thiy montelukast 1a co chét cia CYP 2C8 va & mie do it déng ké hon
cua 2C9 va 3A4, Trong | nghién ciru tuong tac thube trén 1am sang gitra nmnlclllkasl va
gemfibrozil (mdt chit (e ché ca CYP 2C8 va 2C9), gemfibrozil lam tang murc tiép xtic toan thén
ctia montelukast 1én 4,4 lan. Khéng yéu cdu phai diéu chinh lidu thudng xuyén khi st dung dong
thori montelukast va gemfibrozil hoiic véi cae tac nhén e ché CYP 2C8 khéc, tuy nhién cac bac si
can nhan thire duoe nguy co gia ting tic dyng khong mong mudn.
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Duya trén dir licu in vitro, cac twong tac thuoc quan trong trén 1am sang vai cac chat it trc ché CYP
2C8 hon (vi du trimethoprim) khong duge du dodn. Vige sir dung dong thoi montelukast va
. Bori o A ~ ~ - g A . v A . . ~ 5
itraconazole (chat (rc ché manh CYP 3A4) khong gy ra sy ting dang ke mae tiép xtc todan than cta
montelukast.

il 1(

Twong ky ctia thuoe

~ P . . a - X 3 A ~ - X A \ i ’ A
Do khong ¢6 cac nghién clru vé tinh twong ky cua thude, khong trdn lan thuoce nay voi cac thuoc
khac.

TAC DUNG KHONG MONG MUON
Montelukast di dugc ddnh gi4 trong cdc nghién ctu 14m sang & céc bénh nhin hen phé quan dai
déing nhur sau:
- 4000 ngudi 16n va tré em tir 15 tudi trd 1én str dung montelukast dudmng ubng ham luong 10 mg.
- 1750 tré em tir 6 — 14 tudi str dung vién nhai ham luong 5 mg.
- 851 tré em tir 2 — 5 tudi st dung vién nhai ham lwong 4 mg.
Montelukast di duge danh gia trong cac nghién ciru ldm sang & cde bénh nhéan hen phé quan ngét
quing nhu sau:
- 1038 tré em tir 6 thang — 5 tudi sir dyng vién nhai hode thube ¢ém ham lwgng 4 mg.
Céc tac dung khong mong mudn trong cac nghién ciru lam sang da duge bdo cdo voi tan sudt
thuémg gap (= 1/100, <i/10) o nhimg bénh nhan hen phé quan dicu tri vai montelukast o mirc do
cao hon so v&i ¢ bénh nhén sir dung placebo:
e Ngudi lén va tré em tir 15 tudi ey [én (hai nghién ctru 12 tuﬁn, n=795): Réi loan hé fhﬁ'ng
than kinh: dau dau; Réi loan tiéu héa: dau bung,
o Tréem {ir 6 — 14 tudi (mdt nghién ciru 8 tudn, n = 201; hai nghién ciru 56 tudn, n = 615): Roi
loan hé than kinh: dau dau.
o Tréem tir 2 -5 tubi (mdt nghién ciru 12 tudn, n = 461; mdt nghién ciru 48 tuan, n = 278);
Réi loan tiéu héa: dau bung; Cdc réi loan chung khde: kKhat nuée.
Trong céc thir nghiém 1am sang diéu tri kéo dai & mot sé luong han ché céc bénh nhan (2 nim dbi
véi ngusi 16n va 12 thang déi véi tré em tir 6 — 14 tudi), dit lidu vé an toan cia thude khéng co sy
khac biét,
Téng cong, 502 tré em tr 2 — 5 tudi di duoe didu tri v6i montelukast trong it nhét 3 théng, 338
tlong 6 thang hogic dai hon, 534 bénh nhan trong 12 thang hogic dai hon. Khi diéu tr kéo dai, dir lidu
vé an toan cuia thude & nhiing benh nhén nay ciling khong llny d01
Céc tac dung khong mong mudn duge phin loai theo tan sudt rdt thudng gip (> 1/10), thudng gip
(> 17100, < 1/10), it gip (> 1/1000, < 1/100), hiém gip (= 1/10000, < 1/1000), rét hiém gip (<
1/10000).
- Nhiém khuén va nhiém ky sinh tring: Rar thieong gap: Viém duong hé hap trén.’
- R&i loan hé tao méau va bach huyét: Hiém gap: C6 khuynh huéng ting chay mau. Rdr hiém géip:
Giam tiéu cau.
- Réi loan hé mién dich: /r gdp: Phan tmg qua min bao gém phan tmg phan v&. Rdr hiém gdp:
Tham nhiém bach céu 4i toan & gan.
- Réi loan tam than: /t gép: mong mi bt thuong bao gdm ac mong, mét ngl, mong du lo au, kich
dong bao gom thai do hung hang hogic Lhong dbi, trim cam, tang dong tim 1y (bao gom dé bi kich
donf,, bon {,hon run ray®). Hiém gip: Rbi loan tap trung, suy giam tri nho, givt gan. Rdr hiém gap:
Ao gide, mit phuong hudng, ¢6 suy nghi va hanh dong tir sét, cic tridu chimg 4m anh cudng ché,
kho thd,
- R&i loan hé thin kinh: Jt gap: Chong mit, budn ngu, di cam/giam cam gidce, co giat.
ROI loan tim: Hiém £Zdp: Danh llongj ngyc.
- Réi loan hd hip, ngye va trung thdt: It gap: Chay mau miii. Rdr hiém gap: Hoi chimg Chur -
Strauss, tang bach cau i toan & phoi.
- Réi loan tiéu hoa: Thieong gap: Tiéu :,h*ly budn nént, ndn mual. Jr gdp: Khé miéng, kho tiéu.
- Rdi loan gan mat; Hmung gdap: Tang nong do lldl]bdmllldbb lluyu thanh (ALT, AST). Rdit hiém
gdp: Viém gan (bao gdbm ton thuong gan do {r mét, ton thuong té bao gan, ton thuong gan hon hop).
- R&i loan da va mé dudi da: Thirong gap: Ban da’. ft ggp: Bam tim, mé day, ngtia. Hiém gp: Phu
mach. Rt hiém gdp: Ban do ndt, ]mngj ban da dang.
- Réi loan co xwong va mé lién két: 7 gap: Dau khép, dau co bao gdm chudt rat.
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- Ré:i loan than va tiét niéu: /t gdp: Dai dam & tré em. o
- R&i loan toan than va tinh trang tai chd ding thube: Thirong gap: So¢. Ji gdp: Suy nhuge/ mét
m(')i, kho chiu, phu né,

Téc dung khéng mong muén ndy duge bdo cdo véi thn sudt rit thuong giip & bénh nhén str dung montelukast, va cling
duqc bao cdo v&i tan sudt rét thudng giip & bénh nhén sir dyng placebo trong cde thir nghigm lam sang,
1 Tac dyng khong mong muon niy dwge bdo cdo voi tAn suit thuomg gip & bénh nhan sir dung montelukast, va ciing
duoce bo cdo vai tan sudt thudng gip & bénh nhan st dung placebo trong céc thir nghiém 1am sang.
§ Phan loai tAn suét: Hiém gp.

QUA LIEU VA CACH XU TRi

Khdng ¢6 lidu phap diic hidu dé didu trj qua lidu montelukast.

Nhing phan (g ¢6 hai thudng xday nhat ciing twong tw nhu dir li¢u vé thugc tinh an toan cua
montelukast bao gdm dau bung, budn ngu, khat, dau ddu, nén va ting kich dong.

Chua rd montelukast co thé tham tach duge qua mang byng hay loc mau.

PAC TINH DUQC LUC HQC

- Nhém duge Iy: Thube déi khéng thy thé leukotrien.

- Mid ATC: RO3DCO03.

- Co ché tac dung:

Miontelukast gay (e ché thu thé cysteinyi icu}\ouic:ne O duong dan khi nho kha nang uc ché co that

]Jhe quén do hit phai LTD4 trong bénh hen suyén. Vi liéu thip hon Smg gay tic ché dang ké LTD4
chét gdy ra co thit khi quén,

PAC TiNH DUQC PONG HQC

Hap thu

Montelukast dugc hip thu nhanh sau khi uéng O ngudi 16n, sau khi udng vién bao phim 10mg lac
bung doi, ndng do dinh trung binh tlong, huyét twong (Cmdx) dat duge tlong vong 3-4 gior (Tmax).
Sinh kha dyng trung binh duong uong la 64%. Sinh kha dyng dwong uong va Cmax khong bi anh
hudng boi bira an sang tiéu chuén.

G tré em tir 2-5 tudi ding vién nhai 4mg lic doi, Cmax trung binh dat dwoc trong vong 2 gid sau
khi nhai.

O ngudi 16n ding vién nhai 5 mg lic doi, Cmax trung binh dat dugce trong vong 2-2,5 gi¢ sau khi
nhai. Sinh kha dung trung binh dudng udng lic déi 1a 73% va 63% khi dung voi biva dn séng tiéu
chuén.

Phén bé

Trén 99% montelukast gan két vai protein huyét tuong. Thé tich phan phdi & trang thai dn dinh
(rung binh tir 8-11 lit.

Chuyén héa

Montelukast duge chuyén hoa rong rdi. O nguoi 16n va tré em ding lidu didu tri, ndng dd chét
chuyén héa ctia montelukast trong huyét trong & trang théi 6n dinh khong thé phat hién duoe.

Thai triv

b thanh thai montclukmt trong huyét twong trung binh la 45mL/ phit & ngudi trudng thanh khoe
manh. Sau khi uéng montelukast c6 danh ddu phéng xa, 86% hoat tinh phéng xa, duge tim thay
(rong phén thu thép trong 5 ngay va dudi 0,2% duge tim l|ldy trong nude tidu, Két hop véi vige
danh gi4 sinh kha dung dudng udng ctia montelukast cho thdy montelukast va chit chuyén héa cua
n6 dugc thai trir chu yéu qua dudng mat.

Mot s6 nghién ctu cho lhay thoi gian bén thai trung binh trong huyét tuong cia montelukast &
thanh nién khoé¢ manh nam trong khoang tir 2,7 dén 5,5 gio. Duge dong hoe cliia montelukast g gin
nhu tuyén tinh véi lidu udng 1én dén 50mg. Khi ding lleu 10 mg / ngay, chi ¢c6 mot lugng nho lhlll)t.
tich liiy trong huyét twong (14%).

QUY CACH PONG GOl
Hop 4 vi x 7 vién.

BAO QUAN
Nhiét do dudi 30°C, noi khd mat. Tranh dnh sdng va tranh am.

415

https://vnras.com/drug/



HAN DUNG 0
Kipel chewable tablets 4mg: 18 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUONG CUA THUOC
TCCS.

CO SO SAN XUAT

PHARMATHEN S.A.
6, Dervenakion Street, 15351 Pallini, Attikis, Hi Lap.

Cong ty diing ky

MEGA LIFESCIENCES Public Company Limited

384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn
10280, Thai Lan.
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