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YUWOC

L

i
gl [T, ST
WYET

Lan dau: 920?&&(.6){%

i E tablet contains Thanh phin: MA| vén nén nhal khng bao chiva

_ﬂ%ﬂﬂmnmalam 10 monteiukast Smy Montelukast natr tueng duong vid Montelukast. .5
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and other | canh bao vi céc théng tin khic:

Refer to enclosed package insert Xem térhudng din sir dyng

Storage: Store in a cool & dry place, below 30°C Bao quin: Bao quan nai khih mat, dirtd 30°C.

READ CAREFULLY THE LEAFLET BEFORE USE BOC K¥ HUONG DAN 50 DUNG TRUO'C KHI DUN

DO NOT EXCEED RECOMENDED DOSAGE KHONG DUNG QUA LIEU CHI BINH

KEEP AWAY FROM THE REACH OF CHILDREN. TRANH XA TAM TAY TRE EM.

Specifications: Manufaclurer's Tibu eluln NSX
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Infication cortraindicaton, dosage, administation,

wirning and other information:
VASHATA SANAND, Cty: CHACHRAINAD! VASNA,

VLERGY -5

Maontelukast Sodium Tablets

Cemposition:

SURVEY NO. 19672 & 1983, CHACHRAWADI,
VASHATA SANAND, City: CHACHRAWADI VASNA,
Dist AHWEDABAD

SURVEY ND. 1982 § 14473, CHACHRAWAD!
Montelukast Sedium Tablets
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KEEP AWAY FROM THE REACH OF CHILDREN.
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READ CAREFULLY THE LEAFLET BEFORE USE
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Rx Thuée ban theo don
Doc kjy huémg dan sir dung trieée khi diing
Néu cén thém thong tin, xin hoi y kién béc sp

VLERGY 5

Tén thudc:

Hoat chét: Montelukast Sodium

Thanh phan va ham lrgng

Montelukast Sodium 5,4 mg tuong duong 5.0 mg Montelukast

Ta duogc

Starch+DCP Granules [HS, Magnesium Stearate BP, Talcum BP, Aspartame BP, Mannitol BP,
Flavoured Pineapple Dry IHS, Menthol USP.
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Dang bao che é@ 9
Vién nén (nhai) / z

Cac dac tinh l1am sang
Chi dinh diéu trj
Vlergy dugc chi dinh trong diéu tri hen suyén nhu mét lidu phép thém vao cho nhu‘ng bénh nhan hen
suyén tir nhe dén trung binh ¢ nhimg bénh nhan man tinh khong dap tmg dugc véi corticosteroids
dang hit hodc cac thude dbi khang thu thé beta ¢6 tac dung ngén.

VLERGY ciing ¢6 thé dung dé diéu trj lam giam triéu chimg ctia viém mili di tmg theo mua.
VLERGY ciing duge chi dinh trong du phong hen suyén ma chu yéu la co that phé quan do tap luyé

Liéu lwgng va cach ding
Liéu dung cho ngudi 16n 15 tudi tros 1én bi hen suyén, hodc bi bénh hen suyén va viém mili di tmg theo

mua 12 2 vién 5 mg mdi ngay vao budi tdi.
Chong chi dinh

Man cam véi bit ky thanh phéan nao cia 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 bdo dac biét va than trong khi ding

- Khong nén dung Montelukast natri de thay the dot ngdt céc corticosteroid dudng ubng hay dudng
hit. Mic du chua thiét 1ap dugc méi lién hé nglu nhién v6i céc dbi khang thu thé leukotrien, nhung
cén phai than trong va theo ddi thich hop khi giam liéu corticosteroid & nhitng bénh nhan dang dung
Montelukast natri.



- Khong Ilén dung Montelukast natri don 1¢ dé diéu tri hen suyén do géng strc. Nhimg bénh nhan bi
hen suyén ning sau khi ging sirc nén tiép_ tuc ché do diéu tri thong thudong 1a cac chét cha van B
dung duc‘mg-hit dé phong ngira, va nén chudn bi sn thudc dé phong khi dung dén.

- Bénh nhan man cam véi aspirin nén tranh dung aspirin hay cac khang viém khéng steroid khac khi
dang diéu tri baing Montelukast natri. Do Vlergy hleu qua trong vige tidng chirc ning duong thong khi
nhung khong hiéu qua trong cit con co thit phé quan do aspirin va cac khang viém khong steroid
khéc & bénh nhan hen suyén do min cam aspirin.

- Trong vai truong hop bénh nhan hen suyen diéu tri bang Montelukast natri c6 thé bi tic dung phu
tang t& bao ua eosin, hodc thinh thoang c6 dau hi¢u 1am sang cua viém mach déc trung cua hoi
chimg Churg—Strauss Chura phat hién duogc mbi quan hé ngiu nhién gitta Montelukast natri va tinh
trang nay.

Luuy

- Bénh nhéin nén dugc khuyén céo sir dung Vlergy mdi ngay theo chi dinh, ngay ca khi khong c0 triéu
chimg ciing nhu suot thoi gian tinh trang xau hon, va phai tham vin y kién Béc sy khi bénh hen
suyen khong dugc kl.em soat tot.

- Khi str dung Vlergy, can phai dugc theo doi can than néu bénh nhan ¢6 sur dung cac tac nhén gian
phe quan duong hit thudng xuyén hon mic thong thuong, hodc sb 1an sir dung cac thube gian phé
quan tac dung ngan nhiéu hon muc toi da khuyen cao cho 24 gio.

chi dinh cua Béc si.

- Bénh nhan luu y khong tu y ngung cac thudc diéu tri hen suyén khéc khi sir dung Vlergy trir /2[2

Twong tic thube

Montelukast acid:

- Khong gay thay doi dang ké dugc dong hoc cua liéu tiém tinh mach cta theophylline.

- Khéng thay dm duoce dong hoc ctia warfarin, khong anh huong dén hiéu qua cua liéu don warfarin
30mg dudng uong trén thoi gian prothrombm vatilé quoc té do dong so vai binh thuong.

- Khong thay doi duge dong hoc va su bai tiét ra nudc tiéu cua digoxin.

- Khong thay d6i nong do trong huyét tuong cta terfenadin va fexofenadin (1 chat chuyén hoéa
carboxyl) va khong gay kéo dai khoang QT sau khi udng terfenadin 60mg, 2 lan/ ngay.

- Khéng anh huong dang ké dén nong do huyét tuong cia moi thanh phan trong thudc nglra thai
dudng udng chira norethmdron Img/ ethyl estradiol 35mcg.

- Khong thay d6i nong d9 trong huy¢t twong ctia prednison dudng udng va dudng tiém tinh mach.

- Phenobarbital, chit anh huéng chuyén héa ¢ gan, lam giam xap xi 40% dién tich dudi duong cong
cia Montelukast acid & lidu don 10mg. Khong nhét thiét cén phai didu chinh liéu Montelukast acid.
Can phai ¢6 bién phap kiém soat lam sang thich hop khi ding chung vdi cac thudc cam (mg h¢
enzyme cytochrom Pyso, nhu Phenobarbital, rifampin.

- Montelukast acid cé thé anh hudng dén chuyén héa ctia céc thubc chuyén hoa so cép & gan qua hé
cytochrom 2C8 nhu paclitaxel, rosiglitazon, repaglinid; tuy nhién chua tién hanh cac nghién ctu

tuong tac in vivo.

Phu nir ¢6 thai va cho con bu

Montelukast natri chua duoe nghién ciru trén phy nit ¢6 thai. Chi nén str dung cho phu nir ¢6 thai néu

that sy can thiét.
Céc nghién clu & thi cho thiy thude khong gdy quai thai & liéu tang dén 400mg/ kg/ ngay.

Khéng o Montelukast natri c6 bai tiét qua sita me khong. Vi nhiéu thude ¢6 kha nang bai tiét qua sita,
nén can than trong khi str dung Vlergy cho phu nit dang cho con bu.

Anh hwéng 1én kha niing 14i xe va vin hanh may moc:
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Khéng c6 anh huong dén kha nang l4i xe va van hanh méy méc. Tuy nhién, trong 1 sé trudong hop

hiém gip: buon ngu, hoa mat, choang vi vdy nén thén trong.

Téc dung phu khéng mong mudn

Montelukast natri n6i chung dugc dung nap t6t. Tuy nhién, cac phan tmg phu sau ciling duoc ghi nhan,

thuong xay ra & mirc do nhe va khong nhét thiét phai ngung thudc: '

- Céc phan tmg man cam (bao gdm phit mach, phat ban, ngira, n6i mé day va rat it khi xay ra thim
nhiem bach cau gan). '

- Ac mong, 4o gidc, dinh trong nguc, ngu ga, nong nay, bdn chdn, mat ngi, mét moi/ suy nhuoc, mat
ng, tang tiet mo hoi, chong mat, nhire dau, gian dong tur.

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

- Dau co, chudt rat. .

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

- T#ng xu hudng chay mau, phu tim,

- Run, khé miéng, hoa mit, dau khép [ff 4
Théng bao cho Bdc sy cdc tac dung khong mong muén gdp phdi khi siv dung thubc. //b/

Qui liéu va xir ly

- Khéng ¢6 phuong phap déc hiéu didu tri qua liéu Montelukast acid. Trong céc nghién ciru bénh hen
suyen cap, thuoc dugc cho sir dung & ngudi 16n dén liéu 200mg/ ngay trong thoi gian 22 ngay, va
liéu 900mg/ ngay trong thoi gian 1 tuan trong nghién ciru ngén han, két qua khong thdy tic dung phu
nghiém trong nao.

- Trong trudng hop qua liéu, nén tién hanh cac bién phéap diéu trj hd trg thich hop, nhu loai phan thude
chua kip hap thu & da day rudt, theo ddi dién bién lam sang két hop diéu tri hd trg néu can thiét.
Trong Phﬁn Ién bdo cdo qla liél;l Montelukast acid tl-‘niéu md ta triéu chimg qua liéu, nhung quan sat
cho thdy céc triéu chimg phd bién nhat gom: khat, buon ngu, gian dong ti, va dau bung.

Duge lue hoc
Montelukast natri 1a mdt chét déi khang canh tranh, chon loc receptor leukotrienes D4 (cysteinyl
leukotrienes CysLT1) dung dudng udng. Céac cysteinyl leukotrienes (gdbm LTC4, LTD4, LTE4) la
cée san phdm chuyén héa cua acid arachidonic duge giai phong tir céc té bao khéac nhau bao gdm té
bao mast va bach cdu 4i toan. Céc eicosanoids nay gin két véi céc thu thé cysteinyl leukotrien
(CysLT). Su gan két cua cysteinyl leukotrienes vao thu thé leukotrienes lién quan dén sinh 1y bénh

ctia bénh hen suyén, bao gdbm phu dudng din khi, co that co tron, va thay dbi hoat tinh té bao két

hop v6i qua trinh viém, céc yeu t6 din dén triéu chimg hen suyén. Vi vdy, Montelukast natri trc ché
cac tac dong sinh ly ctia LTD4 tai cac thu thé CysLT1 va khong c6 hoat tinh chu van nao.

Duge dong hoc
Hip thu
Montelukast natri dugc hép thu nhanh chéng qua dudng udng. Nong do dinh huyét tuong cua thuoc
dat duoc sau 2 dén 4 gid uong thuoe. Sinh kha dung trung binh khi ding dudng uong la 64%.

Phan bo

Montelukast natri gén két véi protein huyét véi ty 1¢ trén 99%. Thoi gian ban thai trung binh cta
thude vao khoang tir 2,7 dén 5,5 gid & nguoi truong khoe manh. Duge dong hoc cua Natri
Montelukast gan nhu tuyen tinh khi ding dudng uong vai liéu 1én dén S50mg.

Nz = 6/ N asws?ad



Chuyén héa

Montelukast natri dugc ‘chuyén hba rdng rdi qua gan boi isozyme cytochrom P450 CYP3A4,
CYP2A6 va CYP2C9. Nong do tri lidu ctia Natri Montelukast trong huyét tuong khong trc ché céc
cytochrome P450 3A4, 2C9, 1A2, 2A6, 2C19 hay 2D6.

Thai trir
Toc d6 thanh thai cua Natri Montelukast trung binh la 45mL/ phit ¢ ngudi khoe manh. Natri
Montelukast va cdc chat chuyén héa ctia né duge dao thai chi yéu qua phan va qua mat.

Déi twong dic biét
Nhi khoa .
Hi¢u qua va tinh an toan cia Montelukast natri trong dieu tri hen suyen va viém mui di img theo
mua & tré em da duoc khing dinh trong cac nghién ctru dugc kiém soat ky. / (/Z@
Lao khoa £

Céc nghién ctu lam sang cho thﬁ)' khdng c6 su khac biét vé tinh an toan cling nhu hi¢u qua cua
thude khi str dung & ngudi 16n tudi. Tuy nhién ciing ¢6 nhimg bénh nhidn man cam hon v6i thuoe
cling khong phai 1a ngoai I¢.

CAc b liéu an toan tién 1Am sang:
Trong cac nghién ciru bénh hen suyén cép, Montelukast natri duge cho sir dung ¢ ngudi 16m dén lidu
200mg/ ngay trong thoi gian 22 ngay, va liéu 900mg/ ngay trong thoi gian 1 tuan trong nghién ¢
ngéin han, két qua khong thay tac dung phu nghiém trong nao.

Han ding
18 thang ké tir ngay san xuéit

Pidu kién bio quan : noi khd mat, dudi 30°C, trénh 4nh séng

Tiéu chuian: Nha san xuat

Théng bdo cho bac sy vé cdc tdc dung khong mong mudn gap phai khi sit dung thuée
Dé xa tam tay tré em!

- » A
Nha san xuat:

@ 5658 LABORATORIES
Survey No.198/2 & 19§f3, Chachrawadi Vasna, Ta- Sanand, City: Chachrawadi Vasna,
District: Ahmedabad, An Dg.
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