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THANH PHAN CONG THUC THUOC: Mbi vién nén phan tan trong miéng chira:
Thanh phdn hoat chdt:

MOonteluKast .. veeciesvsssrissiamssemss i 5mg

(dudi dang Montelukast sodium)

Thanh phan td duoc:

Manitol -60, natri croscarmellose, aspartam, bot mui tréi cdy tong hop, oxyd sat d6, magnesi
stearat.

DANG BAO CHE:

Vién nén hinh tron, mau hdng, hai mit tron va 16i, canh va thanh vién lanh lin.

CHI PINH:

OPESINKAST 5 dugc chi dinh trong:

- Hen phé quan

- Viém milii di Gng

LIEU DUNG, CACH DUNG:

Liéu ding:

- Hen phé quan: Liéu thuong ding ctia montelukast & ngudi 16n 1a 10 mg mdi ngay 1 1an
trude khi ngu.

- Viém miii di tmg: Liéu thuong ding ctia montelukast & ngudi 16n 12 5 - 10 mg mdi ngay 1
14n truéce khi ngil.

Cach dung:

Ngam vién thudc trong miéng, thudc s& phan tén hét trong vai phit.

Thudc phan tan trén ludi, vi vay c6 thé ung ciing hoic khéng cling véi nude.

Thubc c6 thé udng cing hoiic khoéng ciing véi thire in.

CHONG CHI PINH:

Qué min cam véi bit ky thanh phan nao ctia thude.

CANH BAO VA THAN TRQONG KHI DUNG THUOC:

- Néu hen hoic khé thd niing thém, cin bao cho bac si ngay 14p tirc.

- Khong nén dung montelukast cac dang ubng dé diéu tri con hen cip. Bénh nhén cin dugc
diin do ludn c6 sin nhitng thube thich hop dé ding cho muc dich nay.

- C6 thé giam corticosteroid dang hit dén dan v6i su gidm st ciia bac si, nhung khong dugc
thay thé dot ngot corticosteroid dang ubng hodc hit bing thubc montelukast.

- Phai canh gidc véi bit ky d4u hiéu ndo ctia hi chimg Churg-Strauss.

- Khdng nén ding aspirin hodic cic thudc khang viém (nhu céc thudc khéng viém khong
steroid) néu ching 1am cho con hen ning hon.

- Chua c6 nghién ctru vé tinh an toan va hiéu luc cia thubc trén bénh nhi duéi 6 thing tudi.
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- Téc dung khong mong mubn trén tim thin kinh & nhitng bénh nhan sir dung montelukast
da duogc bao cdo bao gom: Y tudng tur sat, kich dong, hanh vi hung hing hodc thu dich, lo
Au, trAm cam, gia"ic mo bit thudng, 4o gidc, mét ngu, dé bi kich thich, mong du, bdn chon,
run rdy. Cin thén trong can nhéc nhitng loi ich va nguy co cua viéc tiép tuc didu tri véi
montelukast & nhitng bénh nhan dang phat trién nhig triéu ching nay.

- Bénh nhan hen suyén dang diéu tri véi montelukast c6 thé biéu hién ting bach ciu ua
eosin, doi khi biéu hién viém mach 14m sang véi hoi chimg Churg-Strauss, trong diéu kién
thudong diéu tri véi corticosteroid c6 tdc dung toan than. Nhitng truong hop ndy doi khi
lién quan dén giam corticosteroid dang ubng. Bac si nén canh bao bénh nhén vé chimg
tang bach ciu wa eosin, phét ban viém mach, triéu chimg phéi ning thém, bién chimg tim
mach va/hodc bénh thin kinh. Bénh nhén phat trién nhiing triéu chimg ndy nén dugc dénh
gi lai ché db diéu tri.

- Vién nén phan tan trong miéng chira montelukast khong twong duong véi vién nén nhai.

- Do OPESINKAST 5 c¢6 chira aspartam, cin than trong khi ding thube cho ngudi bi chimg
phenylceton niéu.

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

SE00447|

Sit dung thuéc cho phu nit ¢6 thai:

Chua nghllén ciru & ngudi mang thai. Montelukast chi duge ding trong thoi ky mang chai néu /CC
di can nhac k?. ) i@
St dung thuoc cho phu niv c]’]o con bu: ’ 1 Ej//
Chura 8 montelukast c6 bai tiét qua sita me hay khong. Vi vdy, thudc nay chi ¢ thé dung cho 5—1/
phu nit cho con bu néu d3 can nhic k¥ su can thiét. E@ﬁ

ANH HUONG CUA THUOC LEN KHA BANG LAI XE, VAN HANH MAY MOC:

Chua c6 co s& chimg minh montelukast anh hudng t6i kha ning lai xe hodc van hanh may

moc. Tuy nhién, mét vai tdc dung phu (nhu hoa mét, nhirc ddu, chéng mit, mét tip trung,

budn ngt, da bi kich thich, bdn chén...) dd dugc béo céo c6 thé anh huéng dén kha ning lai
xe hodc vin hanh mdy moc ctiia mot vai bénh nhan.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thudc:

- C6 thé ding montelukast véi céc thude thuong ding khac trong du phong va diéu tri man
tinh bénh hen. Trong céc nghién ciru vé twong tic thube, lidu khuyén céo 1am sang clia
montelukast khdng c¢6 anh hudng ding ké téi duge dong hoc cua céc thube sau:
theophylline, prednisone, prednisolone, thubc udng ngira thai (norethindrone 1 mg/ethinyl
estradiol 35 mcg), terfenadine, digoxin va warfarin.

- Dién tich dudi duong cong (AUC) cua montelukast giam khoang 40% & ngudi ding dong
thdi véoi phenobarbital. Vi montelukast duge chuyén hoa béi CYP 3A4, 2C8 va 2C9, cin
than trong, nhét 14 & tré em, khi montelukast dung dong thoi véi cac thube cam tng CYP
3A4, 2C8 va 2C9 nhu phenytoin, phenobarbital va rifampicin.

- Céac nghién ciru in vifro da chi ra ring montelukast 1a mot chét wc ché manh CYP 2CS8.
Tuy nhién, dir liéu tr mt nghién ctru twong tac thube-thudc trén 1am sang lién quan dén
montelukast va rosiglitazone (cht nén tham do dai dién cho cic thubc duoc chuyén héa
chi yéu bai CYP 2C8) di chimg minh montelukast khong tc ché CYP 2C8 in vivo. Do
d6, khong doédn trude duge montelukast c6 1am thay doi dang k& sy chuyén hoa clia cac
thudc dugc chuyén héa boi enzyme nay (vi du, paclitaxel, rosiglitazone va repaglinide).
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- Céc nghién ciru in vitro dd chi ra rang montelukast 13 chit nén ciia CYP 2C8 va & mot
mire d0 it hon dang ké ciia 2C9 va 3A4. Trong mdt nghién ciru tuong tac thuc-thude trén
1am sang lién quan dén montelukast va gemfibrozil (mot chét trc ché ca CYP 2C8 va 2C9),
gemfibrozil lam ting mtc d6 phoi nhiém toan than véi montelukast 1én 4,4 14n. Khong
cdn didu chinh lidu ding thong thuong ctia montelukast khi dung ddng thoi véi
gemfibrozil hodc cac chét trc ché manh CYP 2C8 khéc, nhung béc si nén luu y vé kha
ndng gia ting cac phan g co hai.

- Dua trén dit liéu in vitro, khong dy doén dugc cac trong tac thube quan trong vé mat 14am
sang voi cdc chét trc ché CYP 2C8 it manh hon (vi duy, trimethoprim). Str dung dong thoi
montelukast véi itraconazole, mdt chét trc ché manh CYP 3A4, khong lam ting dang ké
mtrc d9 phoi nhiém toan than véi montelukast.

Twong ky thuoe: khong 4p dung

TAC DUNG KHONG MONG MUON CUA THUOC:

Rdt thuong gdp, ADR > 1/10:

Nhiém khuén: Nhidm tring duong hé hép trén.
Thieong gdp, 1/100 <ADR <1/10:
Tiéu héa: Tiéu chay, budn nén, non.
Gan: Tang ndng db transaminase trong huyét thanh (ALT, AST).
Da: Ban.
Chung: Sét.
It gap, 1/1000 < ADR <1/100:
Mién dich: Phan tmg qua man bao gdm séc phan vé.
Tam thin kinh: Gifc mo bét thuong bao gdm dc mdng, mat ngi, mong du, lo 4u, kich
dbng bao gdm hanh vi hung hing hozc thu dich, trdm cam, d& bj kich thich, bdn chén, run.
Thén kinh trung wong: Hoa mét, budn ngi, di cim/gidm cam giac, dong kinh.
H6 hip: Chay méu cam.
Tiéu hoa: Khdé miéng, chimg kho tiéu.
Da: Vét tim, may day, ngira.
Co xuong: Pau khdp, dau co bao gbm chudt rit.
Chung: Suy nhugc, mét méi, khé chiu, phu.
Hiém gdp, 1/10000 < ADR <1/1000:
Madu: C6 xu hudng gia tdng chay mau.
Tam than kinh: Mét tap trung, suy gidm tri nhé.
Tim mach: Tim dép nhanh.
Da: Phu mach.
Rat hiém gdp, ADR < 1/10000:
Mién dich: Ting bach ciu wa eosin trong gan.
Tam thin: Ao gidc, mét phwong hudng, ¢ ¥ nghi tu sat va hanh vi ty tir.
H6 hép: Hoi chimg Churg — Strauss (CSS), ting bach cAu ua eosin trong phdi.
Gan: Viém gan (bao gdm viém gan & mat, viém té bao gan, ton thuong gan).
Da: Ban n6t d6, hong ban da dang.

Théng bdo ngay cho bdc st hodc dugc st nhitng phan iing c6 hai gdp phdi khi sir dung thuéc.

QUA LIEU VA CACH XU TRi:

Khdng c6 thdng tin diic hidu vé diéu tri khi qua liéu montelukast.
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Triéu chimg: Trong phan 16n cac béo cdo vé qua liéu, khéng giip céc phan tmg c6 hai. Nhing
phan img hay gip nhét ciing tuong ty nhu dif liéu vé thude tinh an toan ciia montelukast bao
gém dau bung, budn ng, khat, dau dAu, ndn va ting kich dong.

Cdch xir tri: Didu tri triéu chimg va hd trg. Chua r8 montelukast c6 thé thim tach duge qua
thim phén phiic mac hoic loc mau hay khong.

DUQC LUC HQC:

Nhém dueoe Iy: Thude dbi khang thu thé leukotriene

Ma ATC: RO3DCO03

Montelukast 1 thudc d6i khang thu thé leukotriene c6 chon loc. O nhitng ngudi méc bénh hen
phé quéan, montelukast gay ra su trc ché thu thé leukotrien cysteinyl ma tir d6 trc ché su co thét
phé quan do LTD4. Liéu 5 mg ngin chin déng ké& dbi véi chimg co thit phé quan do LTDs.
DUQC DONG HQC:

Hdp thu:

Montelukast hap thu nhanh sau khi udng. Ndng do dinh trong huyét twong dat dugc trong 2
dén 4 gio. Sinh kha dung dudng uéng trung binh khoang 64%.

Phdn bé:

Trén 99% montelukast lién két voi protein huyét trong.

- Chuyén héa: A\
Montelukast duge chuyén h6a manh & gan boi cac isoenzyme CYP3A4 va CYP2(S
Thdi trir: )2
Montelukast va chét chuyén hoa ctia n6 duge thai trir chi yéu qua dudng mat va i “frong phén.
Thoi gian ban thai trung binh: Ngudi 16n: 2,7 - 5,5 gio. Tré em: 3,4 - 4,2 gid. Néi%ﬁri gia: 6,6 -

7.4 gio.

QUY CACH DPONG GOI:

Hop 4 vi x 7 vién nén phén tan trong miéng.

PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bio quéan: O nhiét 46 dudi 30°C, noi kho réo, tranh anh sang.

Han ding: 36 thang ké tir ngdy san xuit. Khong dimg thudc khi qua han dung.

Tiéu chuén chét lwong ciia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

6 27, Pudng 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Pdng Nai.
DT: (0251) 3992999 Fax: (0251) 3892344
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