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BREATHEZY CW 5

Montelukast Sodium Chewable Tablets 5 mg
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3 x 10 Tablets

MSNO

LABDAATORIES LTD

BREATHEZY CW 5

Size : 120x25x55

g BHEATHEZY CW 5 Manufactured by:

MONTELUKAST SODIUM CHEWABLETABLETS 5mg  MISN Laboratories Limited
Each uncoated chewable tablet contains: P10t No 42, Anrich Industrial Estate,

Monteiukast Sodium equivalent to Bollaram, Medak District - 502 325,
Montelukast 5mg A.P. India

Dosage:

As directed by the Physician. Batch No: 041008033

Store below 30°C. Mfg Date: 01/08/2010

: ’ Exp Date: 01/08/2010
Protect from light and moisture. il

Keep out of reach to chlidren.

ALU-ALU Blister Size 114 x 46mm
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Rx-Thudc nay chi diing theo don ciia thiy thubc

BREATHEZY CW 5 Vién nhai
Montelukast Natri

THANH PHAN

M&i vién nhai chira:

Montelukast Natri tuong duong Montelukast 5 mg.

Ta dwgc: Lactose khan, Mannitol, HydroxyPropyl Cellulose, Tinh bdt Natri Glycollat,
Aspartame, huong dira, Colloidal silicone dioxid, Magnesi Stearat.

DUQC LUC HQOC )

Cysteinyl leukotrienes (LTC4, LTD4 va LTE4) 14 san phdm chuyén hoa cua acid arachig:lonic
va dugc phéng thich tir té bao, nhu té bao mast va bach cdu ai toan. Eicosanoid gén két voi
thu thé cystemyl leukotriene (CysLT). Thu thé CysLT tuyp 1 (CysLT1) dugc tim thay trong
duong dan khi & ngum (gom té bao co tron va dai thuc bao duong dan khi) va té bao tién
viém (gdm bach cau i toan, té bao mam tay bao).

CysLTs ¢6 lién quan dén sinh ly bénh cua hen suyén va viém miii dj tmg. Trong bénh hen
suyén, leukotriene gdy tac dong trung gian nhu phi duong dan khi, co thit co tron, va thay
dbi hoat tinh té bao do qua trinh viém. Trong viém miii di img, CysLTs dugc phéng thich tir
niém mac mi khi phoi nhiém véi di tng nguyén trong ca hai pha sém va mudn cia phan
tmg, va ¢ lién quan dén trigu chimg viém miii di img. Kich {rng trong mii boi CysLTs gay
can tré duong tho & mili, bleu hién béng trigu chirng nghet mii.

Montelukast dung ducmg udng c6 4i luc manh va gin két chon loc v&i thu thé CysLTI (so
v6i cac thu thé duong din khi quan trong khac, nhu prostanoid, cholinergic, hodc thy thé B-
adrenergic). Montelukast rc ch€ hoat dong sinh ly ctia LTD4 tai thy thé CysLT1 ma khong
gay bat k¥ hoat tinh chi van nao.

DUQC PONG HQC

Hdp thu ) , )

Montelukast dugc hap thu nhanh sau khi dung. O tré em tir 6-14 tudi ding vién nhai Smg lic

doi, Cmax trung binh dat dugc trong vong 2 gid sau khi dung thudc. Sinh kha dung trung

binh dat 73% va giam con 63% néu ding sau bira an.

Phin bé , ‘ , ,

Trén 99% Montelukast gin két véi protein huyét twong. Thé tich phan phi & trang thai 6n

dinh trung binh tir 8- 11 lit.

Chuven hoa

Montelukast dwoc chuyén héa rong rai. O nguoi lon va tre em dung liéu didu tri, ndng do

chit chuyén héa clia Montelukast trong huyét turong & trang thai dn dinh khong thé phét hién

duoc.

Thai trir

D¢ thanh thai trong huyét twong trung binh la 45mL/ phut ¢ nguoi truong thanh khoe manh.

Sau khi udng montelukast cé6 danh ddu phéng xa, 86% hoat tinh phéng xa duoc tim thdy

trong phén thu thip trong 5 ngay va dudi 0,2% dugce tim thdy trong nudc tidu. Két hop vor[

viéc danh gid sinh kha dung dudng uong ctia montelukast cho thdy montelukast va chat

chuyen héa ctia né duge thai trir chi yéu qua dudong mat.

Mot s6 nghién ciru cho thiy, thoi gian ban thai trung binh trong huyet twong ciia montelukast
& thanh nién khoé manh ndm trong khoang tir 2,7 dén 5,5 gio. Dugc dong hoc cua
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montelukast gan nhu tuyén tinh & lidu udng 1én dén 50mg. Khi diing liéu 10 mg Moltelukast/
ngay, chi c6 mot lugng nho thude gde tich lily trong huyét twong (14%).

Ciac trwomg hop dic biét

Gidi tinh: Dugc dong hoc ciia montelukast & nam va nit trong duong nhau.

Nguoi gia: Thoi gian ban thai trong huyét tuong ting nhe & ngudi gia. Khéng can diéu chinh
liéu & bénh nhan 16n tudi.

Chiing toc: Anh hudng ciia ching toc trén duge dong hoc cua thude chua duge nghién clu.
Bénh nhin suy gan: Khong can didu chinh lidu & bénh nhan suy gan nhe dén trung binh.
Bénh nhan suy gan nédng hodc viém gan chua dugce danh gia.

Bénh nhin suy thin: Vi montelukast va chdt chuyén héa ctia né khong thai trir qua nuée
tiéu, khong can diéu chinh liéu & nhitng bénh nhén nay.

CHI PINH , ,

BREATHEZY 5mg vién nhai dugc duge chi dinh cho tré tir 6 dén 14 tudi trong céc trudng
hgp sau: )

- Du phong va diéu trj hen phé quan man tinh.

- Diéu tri triéu chung viém mdi di ung (viém mii di ing theo mua va viém miii di Ung quanh
nam).

CACH DUNG VA LIEU DUNG

Liéu cho tré em tir 6-14 tudi: dung 1 vién nhai Smg mdi ngay vao budi tdi. Montelukast nén
dugc dung 1 gio trude khi an hodc 2 gid sau khi an. Khong can diéu chinh lidu & bénh nhan
trong d6 tudi nay.

CHONG CHi PINH

Bénh nhan man cam véi bét ki thanh phan nao cua thube.

THAN TRONG

Thén trong chung i

Khéng dung Montelukast trong diéu tri con hen cap, ké ca con hen ac tinh.

Bénh nhan can duge huéng dan ding cach diéu tri thich hop ¢6 sin. Co thé tlep tuc dung
montelukast khi bi con hen cap. Bénh nhan bi hen nang hon sau khi ging strc can cé sin
thudc chi van B (B-agonist) dang hit, tac dung ngin dé cip cir.

Cé thé giam liéu corticosteroid dang hit dan dan dudi su giam sat cta thay thubc, nhung
khdng dugc thay thé dot ngdt corticosteroid dang hit hogc udng bang montelukast.

0] nhung bénh nhan c6 tién sir man cam véi aspirin, khong nén dung aspirin va cac thudc
khang viém khong steroids khéac trong thoi gian didu tri bing montelukast Mac clu
montelukast ¢6 tac dung cai thién chirc niang hé hdp & bénh nhan hen suyén duge biét 1a man
cam véi aspirin, thude ciing khong lam giam dép tmg co phé quan véi aspirin va cac thude
khang viém khong steroids khéc trén bénh nhan hen suyén nhay cam véi aspirin.

Cdc réi logn than kinh — tim than

Pi c6 béo cao vé cac rdi loan than kinh-tdm than ¢ nhitng bénh nhan uéng montelukast, ké
ca ngudi 16n, thiéu nién va tré em. Triéu chimg da duoc bao cao bao gém kich déng, thai do
hung hang hodc thu dich, lo au, tram cam, gidc mo bét thuong, ao giac, mét ngu, dé kich (mg,
hiéu dong, mong du, c6 suy nghl va hanh dong mudn tu sat (ké ca tu sat) va ring minh.

Béc si va bénh nhan can canh giac vé nhirng rdi loan than kinh — tdm than ¢6 thé xay ra. Céan
hudng din cho bénh nhén riang phai thong béo cho béc si néu gip phai nhiing triéu chimg
ndy. Bac si nén than trong danh gia giita nguy co va lgi ich cua viéc tiép tuc chi dinh
montelukast khi xay ra nhiing triéu chirng trén. %?/
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Tinh rrgng wa eosin

Mot s6 hiem truorng hop bénh nhén bi hen phé quan diéu tri v6i montelukast c6 thé bj tang

bach cdu ua eosin toan than, doi khi gip triéu chimg viém mach dic trung cia hdi ching

Churg-Strauss, nhiing tinh trang nay thuong duge didu tri bing corticosteroid toan than.

Thong tin cho bénh nhin

= Bénh nhan nén dung Montelukast mdi ngay theo chi dinh, ngay ca khi khong c6 triéu
chirng, ciing nhu khi hen dang tién trién ning hon, va phai lién hé véi béac si ngay khi
khong thé kiém soat tot con hen.

* Bénh nhan khong nen dung Montelukast ubng dé diéu trj con hen cap.

Bénh nhén nén c6 sin chat chu van B dang hit cé tac dung ngin thich hop_ dé diéu tri con
hen phe quan tram trong. Bénh nhan bj hen ning hon khi gang strc can c6 san thudc nay dé
cap clru. Chua xac dinh dugc vi¢c dung Montelukast mdi ngay dé diéu tri hen man tinh c6
thé dy phong duge con co thét phé quan cip do ging sirc hay khong.

» Khi st dung montelukast, can ¢ cac bién phap cham soc y té khac néu bénh nhan dung
thubc gian phe quan dang hit c¢6 tac dyng ngdn thuong xuyén hon, hodc vugt qua sé lan
dung thudc téi da trong ngay.

= Khi ding montelukast natri, bénh nhan khong nén tuy giam lidu hodc ngung dung bt ki
loai thudc didu tri hen phé quan nao trir khi ¢6 sy huéng din cla béc si.

= Bénh nhan nén théng béo cho bac si néu xay ra cac rdi loan than kinh-tdm than khi ding
montelukast.

= Bénh nhan c6 tién sir nhay cam véi aspirin nén tranh dung aspirin hodc thudc khéng viém
khéng steroids khi ding montelukast.

= Vién nhai:

Bénh nhan bj phenyl keto nidu cén biét ring san pham c6 chira phenylalanine (thanh phan
cua aspartame)

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thén trong khi l&i xe va vin hanh may moc vi thudc c6 thé gdy rbi loan tam than.
PHU NU CO THAI VA CHO CON BU
Liic ¢6 thai: Phdn logi thai ky: miic dé B
Chua cé nghién ciru day di va c6 kiém sodt tdt trén phu nit ¢6 thai. Montelukast chi sir dung
cho phu nir ¢é thai khi thuc sy can thiét.
Liic cho con bu:
Khéng rd 1a montelukast cé duge tiét vao sita me hay khong. Can than trong khi ding thuébe
cho phu nir cho con b.
TUONG TAC THUOC
Dung két hop Montelukast v&i cac lidu phap thudng dung dé du phong va diéu tri hen phe
quan man tinh khong thay gia tang tac dung khong mong mubn. Trong céc nghién clru vé
tuong tac thudc, thiy liéu khuyén cdo trong diéu tri ctia montelukast khong anh hudng dang
ke den duge dong hoc cua cac thudc sau: theophyllin, prednisone, prednisolone, thudc ngira
thai ding duong uong (Norethindrone 1mg/ethinyl estradiol 35mcg), terfenadine, digoxin va
warfarin.

Mic du cac nghlen clu vé tuong tac thuéc dic hiéu chua dugce tién hanh, montelukast dugc

dung dong thdi véi rat nhiéu loai thuoc ké toa thong thuong khéac trong cac nghién ctru lam

sang, khong thdy cd bang chimg nao vé tuong tac bat lgi trén lam sang. Nerng thudc nay bao
gdm: hocmon tuyén giép, thubc an than gay ngu, thudc khang viém khong steroids,

benzodiazepines va thudc ¢6 tac dung thdng miii.

Phenobarbital 1a thudc cam (mg gan, khi ding ddng thoi Phenobarbital va Montelukast, AUC

ctia montelukast giam khoang 40% khi dung liéu don 10mg. Khéng cén diéu chinh t )
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]iéu'montelukast. Cén phai c6 bién phép kiém soat 1am sang thich hop khi ding ddng thoi cac

thuoc cam g cytocrom P450 vai montelukast, nhu Phenobarbital hay rifampin.

TAC DUNG KHONG MONG MUON ‘

Céc tac dung khéng mong mué'n thudng gip la dau dau, caim, dau bung, ho , kho tiéu, taing ALT, suy

nhuge/ mét moi, chong mat, sot, viém da day rudt, dau rang, nghet mi, phat ban, ting AST, nudc

tiéu c6 mi.

Ngoai ra con ¢6 cdc tic dung khong mong mudn sau da dwge bdo cdo:

Roi logn hé r(m mdu va bach Irayét: co khuynh hudng tang chay mau.

Rm loan hé thing mién dich: phan (mg qua min bao gdm: phan v&, rit hiém khi bi thim nhiém bach

cAu ua eosin & gan.

R&i logn tam than: kich dong bao gdm thai d6 hung hing hodc chéng dbi, hay lo au, trAm cam, gic

mo bét thudng, 4o gidc, mat ngu, dé kich img, hiéu dong, mong du, ¢4 suy nghi va hanh dong mudn

tr sat (ke catyu sal), rung mmh

Roi logn hé than kinh: budn ngt, cam gidc khac thuong/ giam cam giac, dong kinh.

Réi logn tim: danh tréng nguc.

R&i logn hé hip, vdch trung thit va ngire: chay méu cam.

Ro.' loan tiéu héa: tidu chay, kho tiéu, budn nén, rat hiém khi b viém tuy, ndn.

R&i logn gan mgr: hiém gip viém gan (r mét, tdn thuong te bao gan, va ton thuong gan dang hén hop

da duoc bao cdo & bénh nhan diéu tri bing montelukast. Hau hét céc téc dung phu nay xay ra khi két

hgp véi cac tic nhdn gdy xdo trdn khac nhu str dung dong thoi véi cac thube khéc, hodc diing

montelukast trén bénh nhan nguy co bi bénh gan nhu ngudi udng rugu hay bi viém gan dang khéc.

R&i logn da va mé diwéi da: phi mach, thim tim trén da, hdng ban nit, ngira, may day.

Réi logn co xwong v mé lién két: chimg viém khép, dau co ké ca chudt rit.

Roi logn tong quat va tai vi tri ding th uoc: pht.

Mot s6 hiém trudng hop bénh nhan bi hen suyén didu tri véi montelukast c6 thé bi tang bach cdu ua

eosin toan than, d6i khi gap triéu chimg viém mach déc trung cta hoi chimg Churg-Strauss, nhing

tinh trang nay thudng dugc diéu tri bang corticosteroid toan than. Tuy nhién, khéng phai lic nao clin

dap tng voi ligu phép corticosteroid uong. Thay thude nén canh gidc vé nhitng tac dung phu c6 thé

xay ra cho bénh nhén nhu tang bach cau wa eosin, ban d6 do viém mach, triéu chimg h6 hip tién trién

x4u, bién chimg tim mach, va/ hoac bénh than kinh. Tuy nhién méi lién hé nhan qua gitra montelukast

va céc triéu chimg trén chua duoc thiét lap.

Thong bdo cho bdc si cdc tic dung khong mong mudn gip phai khi diing thuée.

QUA LIEU ‘ ‘

Khong c6 ligu phap dic hiéu dé diéu tri qua liéu montelukast. ‘

Nhiing tdc dung khong mong mudn thudng xay nhat cling twong tw nhu dir li¢u ve do an toan

ctia montelukast, bao gdm dau bung, budn ngu, khat, dau diu, nén va ting kich déng. Chua

ro cé thé loai trlr montelukast bing phuong phéap thdm phan mau hodc phic mac hay khéng.

BAO QUAN Bao quan ¢ noi khd rdo, tranh 4nh sdng va nhiét do dudi 30 °C.

QUI CACH PONG GOI Hop 3vix 10 vién.

HAN DUNG: 2 nim ké tir ngay san xuat. U
|

Khong dimg thude quad han sir dung ghi trén hip. 2

DPOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. _ /

NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST. --

GIU THUOC TRANH XA TAM TAY CUA TRE.

Séan xuat bdi MSN LABORATORIES LIMITED.

P[ot No 42, Ay Wustrial Estates, Bollaram, Medak District-502 325, Andhra Pradesh,
; /...'..__\7’
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