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VLERGY -10

Montelukast Sodium Tablets

VLERGY -10

Montelukast Sodium Tablets
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tablet ins: Thanh phén:
Montelukast sodium equivalent to Montelukast..... mg. M&i vién nhai khdng bao phim chira:
ation, indi dosage, Montelukst natri trong duwong véi Montelukast....... 10 mg
g and other Chi dijnh, chéng chi djnh, lidu dung, cach dung,

Refer to enclosed package insert

canh bao va cac théng tin khac:

Storage: Store in a cool & dry place, below 30°C.

Xem t& huéng dén st dyng.

Bao quan: Bao quan noi khé mat, duéi 30°C. .
DOC KY HUONG DAN SI* DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI BINH

TRANH XA TAM TAY TRE EM.

Tiéu chudn:Nha san xuét

READ CAREFULLY THE LEAFLET BEFORE USE
DO NOT EXCEED RECOMENDED DOSAGE
KEEP AWAY FROM THE REACH OF CHILDREN.
Specifications: Manufacturer's
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Rx Thuéc ban theo don ‘
Boc kj huémg dan sir dung trueée khi ding

Néu can thém théng tin, xin héi y kién bdc sy
VLERGY 10

Tén thude:
Hoat chit: Montelukast Sodium
Thanh phin va ham lwong

Montelukast Sodium 10,8 mg tuong duong 10,0 mg Montelukast
Ta dugc

Starch+DCP Granules IHS, Magnesium Stearate BP, Talcum BP, Aspartame BP, Mannitol BP,

Flavoured Pineapple Dry IHS, Menthol USP. //g )
‘ s

Dang bao ché
Vién nén (nhai)

Cac dac tinh 1am sang

Chi dinh diéu tri

Vlergy duoc chi dinh trong diéu tri hen suyén nhu mot liéu phap thém vao cho nhiing bénh nhan hen
suyén tir nhe dén trung binh ¢ nhiing bénh nhan man tinh khong dap tmg duge véi corticosteroids
dang hit hodc cac thudc doi khang thu thé beta c6 tac dung ngén.

VLERGY ciing c6 thé dung d¢ di€u tri lam giam tri¢u chimg cua viém mii di (mg theo mua.

VLERGY ciing dugc chi dinh trong du phong hen suyén ma chu yéu la co that phé quan do tap luyén.

Lieu lwgng va cach dung
Liéu dung cho nguoi 16n 15 tudi trd 1€n bi hen suyén, hodc bi bénh hen suyén va viém mili di ing theo
mua la 1 vién 10 mg moi ngay vao budi toi. 22—

Chong chi dinh o

Man cam véi bat ky thanh phan nao cta thude. -
Tré em dudi 2 tudi. ’ o \:‘:
Montelukast natri khong dugc chi dinh trong giam con co that ctia con suyén cap va tinh trang hen

suyén ning kéo dai.

Canh bio dic biét va thin trong khi dung

- Khong nén dung Montelukast natri dé thay the dot ngot cac corticosteroid duong udng hay duong
hit. Mac du chua thiét 1ap duoc mdi lién hé ngdu nhién véi céc ddi khang thu thé leukotrien, nhung
can phai than trong va theo ddi thich hop khi giam lidu corticosteroid & nhitg bénh nhan dang dung
Montelukast natri.

- Khong nen dung Montelukast natri don 1é dé diéu tri hen suyén do gang stc. Nhitng bénh nhan bi
hen suyén ning sau khi ging stc nén tlep tuc che do diéu tri thong thuong 1a cac chét cha van B
ding dudng hit dé phong ngira, va nén chuén bi sin thudc dé phong khi ding dén.
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- Bénh nhan man cam véi aspirin nén tranh ding aspirin hay cac khang viém khong steroid khac khi

dang dicu tri bang Montelukast,natri. Do Vlergy hi¢u qua trong viéc ting chirc ning dudng thong khi
nhung khong hiéu qua trong cat con co thit phé quan do aspirin va cac khang viém khong steroid
khac ¢ bénh nhéan hen suyén do man cam aspirin.

- Trong vai truong hop bénh nhan hen suyén diéu tri bing Montelukast natri ¢6 thé bi tac dung phu
tang t€ bao ua eosin, hodc thinh thoang c6 dau hiéu 14m sang cua viém mach dic trung cta hoi
chimg Churg-Strauss. Chua phét hién duoc mbi quan hé nglu nhién giita Montelukast natri va tinh
trang nay.

Luuy

- Bénh nhan nén dugc khuyén cdo sir dung Vlergy mdi ngay theo chi dinh, ngay ca khi khong c6 triéu
chimg cling nhu sudt thoi gian tinh trang xau hon, va phai tham van y kién Bac sy khi bénh hen
suyeén khong dugc kiém soat tot.

- Khi sir dung Vlergy, can phai duoc theo ddi can than néu bénh nhan ¢6 sir dung cde téc nhan gidn
phé quan duong hit thudng xuyén hon mtrc thong thuong, hodc sO lan str dung céc thude gidn phé
quan tac dung ngdn nhiéu hon murc toi da khuyén cdo cho 24 gio.

- Bénh nhan luu y khong tu ¥ ngung cac thudce diéu trj hen suyén khéc khi sir dung Vlergy trir khi ?)

chi dinh ctia Béc si. /
& s
Twong tic thube

Montelukast acid:

- Khong gay thay dbi déang ké dugc dong hoc cua liu tiém tinh mach cua theophylline.

- Khéng thay d6i duoc dong hoc ciia warfarin, khong anh hudng dén hiéu qua cua liéu don warfarin
30mg dudng udng trén thoi gian prothrombin va ti 18 qgc")c té do dong so véi binh thuong.

- Khong thay déi duge dong hoc va sur bai tiét ra nude tidu cua digoxin. ened
- Khong thay doi nong do trong huyét tuong cua terfenadin va fexofenadin (1a chat chuyén héa I
carboxyl) va khong géy kéo dai khoang QT sau khi udng terfenadin 60mg, 2 lan/ ngay. ) CONC
- Khéng anh huong dang ké dén nong do huyet tuvong cua moi thanh phan trong thudc ngira thai cé pi
dudng udng chira norethindron 1mg/ ethyl estradiol 35meg. 3 WGC
- Khong thay d6i nong do trong huyét tuong cua prednison duong uong va duong tiém tinh mach. ‘HANL

- Phenobarbital, cht anh huéng chuyén héa & gan, lam giam Xap xi 40% dién tich dudi duong cong -
ctia Montelukast acid ¢ liéu don 10mg. Khong nhét thiét can phai diéu chinh liéu Montelukast acid. @5_
Can phai c¢6 bién phap kiém soat 1am sang thich hop khi dung chung véi cac thude cam ung hé |
enzyme cytochrom P4503 nhu Phenobarbital, rifampin.

\s - Montelukast acid c6 thé anh hudng dén chuyén héa cua cac thude chuyén hoa so cap & gan qua hé b
cytochrom 2C8 nhu paclitaxel, rosiglitazon, repaglinid; tuy nhién chua tien hanh cac nghién ctru 74

tuong tac in vivo. 3

Phu nir ¢6 thai va cho con bu \“7;»55
Montelukast natri chua duge nghién ctru trén phu nit ¢6 thai. Chi nén str dung cho phu nir ¢6 thai néu ‘5

tht sy can thiét. -

Céc nghién ctru & thi cho thdy thude khong gdy quéi thai & lidu ting dén 400mg/ kg/ ngay.
Khong rd Montelukast natri cé bai tiét qua sita me khong. Vi nhiéu thudc c6 kha niang bai tiét qua sita,

nén can than trong khi str dung Vlergy cho phu nit dang c}}o con bu.

Anh hwong 1én kha ning 14i xe va vAn hanh may méc:
Khong c6 anh huong dén kha ning l4i xe va van hanh may moc. Tuy nhién, trong 1 so truong hop

hiém gap: budn ngt, hoa mét, choang vi vy nén than trong.
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Téc dung phu khong mong muén

Montelukast natri n6i chung duogc dung nap tot. Tuy nhién, cac phan Umg phu sau cling dugc ghi nhén,
thuong xay ra & mac do nhe va khong nhét thiét phai ngung thudc:

- Cac phan ing man cam (bao gdm phu mach, phat ban, ngira, néi mé day va rat it khi Xay ra tham
nhlem bach cau gan).

- Ac mong, a0 giac, danh tréng nguc, ngu ga, néng nay, bon chdn, mét ngl, mét moi/ suy nhuoc, mat
ngu, tang tiét md hoi, chéng mit, nhice dau, gidn dong tir.

- Budn ndn, nén, khé tiéu, tiéu chay, dau bung.

- Dau co, chudt rat.

- Xung huyét mili, ting men gan ALT (Alanin aminotransferase), AST (Aspartat aminotransferase)

- Tang xu hudéng chay mau, phu tim,

- Run, khd miéng, hoa mit, dau khép

Thong bdo cho Bdc sy cdc tic dung khong mong muén gip phdi khi siv dung thuéc. /ZZ

Qua liéu va xir Iy

- Khong c6 phuong phap dac higu diéu tri qua liéu Montelukast acid. Trong céac nghién ctru bénh hen
suyen cap, thude dugc cho sir dung ¢ ngudi 16n dén lidu 200mg/ ngay trong thoi gian 22 ngay, va
liéu 900mg/ ngay trong thoi gian 1 tuan trong nghién ctru ngén han, két qua khong thiy tac dung phu
nghiém trong nao.

- Trong trudng hop qua liéu, nén tién hanh cac bién phap diéu tri hd tro thich hop, nhu loai phan thude
chua kip hap thu & da day rudt, theo ddi dién bién 1am sang két hop diéu tri hd tro néu can thiét.
Trong phan I6n bao cao qua lieu Montelukast acid thiéu mo ta triéu ching qua lidu, nhung quan sat
cho thay cac triéu chimg phd bién nhét gdm: khat, budn ngt, gidn dong tir, va dau bung.

Dwge lue hoe

Montelukast natri 13 mot chat ddi khang canh tranh, chon loc receptor leukotrienes D4 (cysteinyl
leukotrienes CysLT1) dung dudng udng. Cac cystemyl leukotrienes (gom LTC4, LTD4, LTE4) 1a
céc san pham chuyen hoa cua acid arachidonic dugc giai phong tir cac té bao khac nhau bao gdm té
bao mast va bach cau ai toan. Cac eicosanoids nay gan két voi cac thu thé cysteinyl leukotrien
(CysLT). Su gin ket cua cysteinyl leukotrienes vao thu thé leukotrienes lién quan dén sinh ly bénh
cta bénh hen suyen bao gom phu dudng dan khi, co thét co tron, va thay d6i hoat tinh té bao két
hop véi qua trinh viém, cac yéu t6 dan dén triéu chimg hen suyén. Vi vdy, Montelukast natri tc ché
cac tac dong sinh ly ctia LTD4 tai cac thu thé CysLT]1 va khong c6 hoat tinh cht van nao.

Dwoc dong hoc
Hip thu

Montelukast natri dugc hap thu nhanh chéng qua dudng uéng. Nong do dinh huyet tuong cuia thude
dat dugc sau 2 dén 4 gid udng thude. Sinh kha dung trung binh khi ding dudng udng 12 64%.

Phan bé

Montelukast natri gén két véi protein huyét véi ty 1 trén 99%. Thoi gian ban thai trung binh cta
thudc vao khoang tur 2,7 dén 5,5 gio & ngudi truong khoe manh. Dugc dong hoc cua Natri
Montelukast gan nhu tuyén tinh khi dung duong udng voi lidu 1én dén 50mg.

Chuyén héa
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Montelukast natri dugc chuyen héa rong rai qua gan boi isozyme cytochrom P450 CYP3A4,
CYP2A6 va CYP2C9. Nong d6 tri liéu cia Natri Montelukast trong huyét tuong khong trc ché cac
cytochrome P450 3A4, 2C9, 1A2, 2A6, 2C19 hay 2D6.

Thai triv

Toc do thanh thai ctia Natri Montelukast trung binh 1a 45mL/ phit ¢ ngudi khée manh. Natri
Montelukast va cac chit chuyén héa ciia n6é duge dao thai chi yéu qua phan va qua mat.

Déi twong diic bigt
Nhi khoa
Hiéu qua va tinh an toan ctia Montelukast natri trong diéu tri hen suyén va viém miii di ting theo
mua & tré em dd duge khiang dinh trong cac nghién ctru dugce kiém soét k. / {/ é
=

Lao khoa
Céac nghién ctru 1am sang cho thay khong c6 su khac biét vé tinh an toan cling nhu hiéu qua cua
- thude khi sir dung & nguoi 16n tudi. Tuy nhién cling ¢6 nhig bénh nhan min cam hon véi thude
cling khong phai la ngoai 1¢€.

Céc s6 liéu an toan tién lim sang:

Trong cac nghién ctru bénh hen suyén cap, Montelukast natri duge cho sir dung 0 nguoi 16n dén liéu
200mg/ ngay trong thoi gian 22 ngdy, va liu 900mg/ ngdy trong thoi gian 1 tudn trong nghién ciru
ngan han, két qua khong thiy tac dung phu nghiém trong nao.

Han dung
18 thang ké tir ngay san xuat

Didu kién biao quan noi kho mat, duéi 30°C, tranh anh sing

Tiéu chuan: Nha san xuat

Thong bao cho bac sy vé cdc tac dung khong mong muén gap phai khi st dung thuoc
Dé xa tam tay tré em!

by > A
Nha san xuat:

@ Sasa LABORATORIES
Survey No.198/2 & 198/3, Chachrawadi Vasna, Ta- Sanand, City: Chachrawadi Vasna,
District: Ahmedabad, An Dg.
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