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Axcel

LORATADINE

Each tablet contains

Loratadine 100 Tablets

10mg

TAm.ETS

LORATADINE

Afcel®

A

®
Axcel

LORATADINE

TABLETS

Each tablet contains
Loratadine .

10mg 100 Tablets

03021602}

PMSBAAXC 10002

TABLETS

1
LORATADINE

MFG
EXP

INDICATION: Rebel of symploms associated with allergic rhintis 8g sneezing nasal discharge (rhnomea)
and fching. as wol as ocular Aoing & burming. chronee urhcana and otner allergac dermatologec disorders
DOSAGE: Tz be takan orally. Once a day Controlied
Adulls and children > 12 years 1 tablet dasly, Medicine
Children 2 - 12 years and » 304y 1 tablet dady, < 30kg 1/ tablat daily

MALZDO31EI7TAZ
CAM R, G270IF-02
MYN R2001AAZI16
BRUIA0E 4427
V-

Please refer 10 enclosed package risert for more information
Store balow 30°C. Protect from light

REEP OUT OF RE
JALIMI DAR KA

REACH OF CHILOREN
\Y. Kotra Pharma (M) Sdn. Bhd.
0 No1, 283 Jalan TTG 12, T00E2¥
Cheng industnal Estate
KOTRA 75050 Melaia Mataysia
PHARMA 95565

Tut +5006 338 2222
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TRA PHARMA (M) SDN BHD
KoTRS é CEL LORATADINE TABLET

w/c]

m__/ XCEL LORATADINE TABLET

Thanh phin:

MB0i vién nén chira:

Hoat chadt: Loratadine ............. 10 mg

Ta digc: Lactose, magnesium stearate, microcrystalline cellulose and sodium glycolate.

Dang bao ché:
Vién nén khong bao hinh tron mau trang, mét mat cé 16 gb cia nha san xuat, mot mat co6 vach ké
ngang & giira

Duwgc lwe hoc:
Loratadine 14 dan chat piperidin lién quan dén azatadin, la thudc khéng histamin tac dung kéo dai.
Loratadine thudc nhém thube déi khang chon loc thu thé Hi ngoai vi thude thé hé thir hai, khong an
than, khdng c6 hoat tinh muscarinic dang ké.

Loratadine cé tac dung giam nhe triéu chimg cta viém miii va viém két mang di Gng do giai phéng
histamin. Loratadine con c6 tac dung chéng ngira va ndi may day lién quan dén histamin. Tuy nhién,
loratadine khong cé tac dung bao vé hodc trg gitp |am sang dbi véi truong hop giai phong histamin
nang nhu chodng phan vé. Trong trudong hop do, diéu tri chil yéu 1a dung adrenalin va corticosteroid.
Thubc khang histamin khong ¢ vai tro trong diéu tri hen.

Tac dL_mg kéo dai cua loratadine la do thudc phan ly chdm sau khi gan véi thu thé H; hoac do tao
thanh chét chuyén hoéa co hoat tinh |a desloratadine (descarboethoxyloratadin).

Nhiing thubc khang histamin khong c6 téc dung chira nguyén nhan ma chi trg giup lam nhe bot triéu
chirg. Bénh viém miii di ing c6 thé 13 bénh man tinh va tai dién; dé diéu tri thanh cong thuong phai
dung cac thubc khang histamin ldu dai va ngit quing va sir dung thém nhiing thubc khac nhu
glucocorticoid dung theo duong hit va dang kéo dai.

C6 thé két hop loratadine vdi pseudoephedrin hydroclorid dé lam nhe bét tridu chimg ngat miii trong
diéu trj viém mii dj ang c6 kém ngat miii.

Dwoc dong hoc: )

Loratadine hap thu nhanh sau khi uéng, tac dung khang histamin ctia thudc xuét hién trong vong | - 4
gio, dat t6i da sau 8 - 12 gio va kéo dai hon 24 gio. Nong do cia loratadine va
descarboethoxyloratadine (desloratadine) dat trang thai on dinh & phan lém ngudi bénh vao khoang
ngay thir nim ding thudc.

Nong do dinh trong huyét tuong trung binh cua loratadine va chat chuyén hoa cé hoat tinh cia né
(desloratadine) tuong (ng la 1,5 va 3,7 gio. Sinh kha dung cua thude tdng va thoi gian dat nf)ng do
dinh bi kéo dai bai thire an.

98% loratadine lién két vi protein huyét twong. Nira doi thai trir ciia loratadine 1a 8,4 gi va cia
desloratadine 1a 28 gid. Nira doi ciia thude bién dbi nhiéu giira cac ca thé, khong bi anh hudng bai uré
mau, tang Ién & nguoi cao tudi va ngudi xo gan.

Do thanh thai cua thude 1a 57 - 142 ml/phit/kg va khong bj anh hudng béi uré mau nhung giam &
nguoi bénh xo gan. Thé tich phan b cua thude 1a 80 - 120 livkg.

Loratadine chuyén hoa nhiéu khi qua gan lan dau boi hé enzyme microsom cytochrom Piso chu yéu
thanh desloratadine, la chat chuyén hoa c6 tac dung dugc ly. \

Khoang 80% tong liéu cua loratadine bai tiét ngang nhau ra nudc tiéu va phan dudi dang chét chuyén
hoa, trong vong 10 ngay.
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Chl dinh:
Lam giam cac tridu chimg cta bénh viém mii dj (ng nhu 13 hit hoi, ngira va chay nude mii; viem két
mac di ing; may day man tinh va di timg da.

Liéu_ lwong va cach dung:

Thude dung dé ubng, ngay 1 Ian >

Nguwoi lém va tré em > 12 tuoi: 1 vién/ngay '/

Tré em 2 — 12 tudi:

Trong lugng co thé > 30 kg: 1 vién/ngay.

Trong lugng co thé < 30 kg: 5 mg/ngay, dung dang dung dich udng, khéng dung dang vién nén.

An toan va higu qua khi diing loratadine cho tré em duéi 2 tudi chua duge x4c dinh.

Bénh nhan suy gan:

Suy gan ning liéu khéi dau Ia 1 vién, 2 ngay mot lan cho ngudi [6m va tré em c6 trong luong co thé >
30 kg.

Bénh nhdn suy than:

Suy than nhe va ngudi cao tudi: Khéng can didu chinh liéu.

Suy than ngng (Cle- < 30 ml;‘phut)

Liéu I vién loratadine, 2 ngay mot lan cho nguoi lon va tré em trén 6 tudi.

Lidu 5 mg, 2 ngay mét lan cho tré em 2 — S tudi, ding dang dung dich udng, khong ding dang vién
nen.

Chéng chi dinh: , ‘
Chong chi dinh cho nhitng bénh nhan man cam v&i bat cir thanh phan nao cua thudc.

Téc dung khéng mong mubn:

Thuong gap:

Than kinh: Dau dau.

Tiéu hoa: Kho miéng.

It gap:

Than kinh: Chéng mit.

Hb hép: Khd mili va hit hoi.

Khac: Viém két mac.

Hiém gap:

Than kinh: Tram cam.

Tim mach: Tim dap nhanh, loan nhip nhanh trén that, danh tréng nguc.
Tiéu héa: Budn non.

Chuyeén héa: Chirc nang gan bét binh thuong, kinh nguyét khong déu.
Khac: Ngoai ban, ndi may day, va choang phan vé.

Thén trong:

Bénh nhan suy giam chirc nang gan nghiém trong nén dung liéu khai ddu thdp hon do dd thanh thai
clia thude c6 thé giam o nhimg bénh nhan nay. Liéu khoi dau khuyén dung 1a 5 mg/ngay va 10 mg
trong cdc ngay sau.

Tré em < 2 tudi: DO an toan va hiéu qua khi st dung thude cho tré em < 2 tudi chua duoc thiét lap
lac a:.?{_u 1g tren kha nang lai xe va van hanh may moc
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Fdung thudc & phu nik ¢d thai va cho con bii
Sy an toan khi sir dung thuoc trong thai ky chua dugc thiét lap, do dé khong ding thude cho phu nir
c6 thai. Vi thubc dugc bai tiét vao sira me va c6 the gdy ra céc tac dung khéng mong mubn cho tré
em, dic biét 13 tré so sinh va cac tré nho, do dé can phai dua ra quyet dinh xem nén dung thude hay
dimg cho tré bu.

Axcel Loratadine Tablet c6 chira lactose, do d6 bénh nhan ¢6 cac van dé vé di truyén hiém gap khi
khéng dung nap galactose, thiéu hut lactase Lapp hodc khong dung nap glucose-galactose khong nén
ding thude nay.

|
Twong tac thude: [“/
Dung dong thoi loratadine voi ruou khong thdy ¢ nguy co anh huéng dén tam than van déng. Nong
do trong huyét thanh ctia loratadine tang 1én khi dung ddng thoi voi ketoconazol, erythromyein hoic
cimetidin. Thén trong khi ding dong thoi véi cac thude e ché su chuyén hoa thube & gan. Nong do
cia loratadine trong huyét thanh c6 thé tang khi diing ddng thai v6i amprenavir.

Qua liéu:

Cho tdi hién nay chua thiy c6 tinh trang qua liéu xay ra véi loratadine. Trong trudng hop qua lidu,
can diéu tri ngay lap tirc, chi yéu la diéu tr tridu chung va didu tri hd trg. Bénh nhan can duoc gay
non ngay ca khi da tu non duoc trude do. Gay ndn bang siro Ipecac 1a bién phap duoc wa dung. Tuy
vay khong nén gy non & cac bénh nhan c6 rdi loan y thirc. Néu sau khi dung thude 12 phit ma khong
gay non duoc thi ¢é thé lap lai liu Ipecac. Can than trong vGi van dé hd hap dac biét 1a vai tré em.
Sau khi gdy non, ph@m thube con lai trong da day c6 thé loai bo bang cach dung than hoat. Néu viéc
gy non khong thé thuc hién hodc bi chdng chi dinh, cin phai rira da day. Dich rira dugce chon lya la
dich huyet thanh dang trucmg dac bi€t vai tré em. O ngudi 16n ¢6 thé sir dung céc voi nude, tuy vay
can l4y ra hét cang nhiu cang tot !Lrorng nude da dung trude khi thém vao IUO‘ng nudc ria tiép theo.
Khéng loai bét duge Loratadine bang céc bién phap Ioc méau. Sau khi duge cap ctru thi bénh nhéan vin
phai tiép tuc dugc theo doi sat.

Bao quan:
Bao quan ¢ nhiét do dudi 30°C, tranh 4nh sang.

Pé xa tim voi cua tré em

Han dung:
3 ndm ke tir ngay san xuat

bong goi:
Hop 10 vi x 10 vién

Doc ki huong dan st dung truéc khi ding.

Néu cin thém théng tin xin héi § kién cua thay thuoc

Thing bdo cho bdc si nhiing tdc dung khong mong muon gdp phai khi diing thuéc.
Khong ding thubc qud han sw dung.

MAL20031927AZ
So dang ky:
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san xuat

 KOTRA PHARMA (M) SDN. BHD.
Dia chi: No.1, 2 & 3, Jalan TTC 12, Cheng Industrial Estate, 75250 Melaka, Malaysia
Tel: + 606 336 2222
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