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Lorastad 10 Tab.

Tén thudc

Lorastad 10 Tab.

Céc déu hiéu luu y va khuy@n céo khi dong thude

Dé xa tam tay tré em

Poc k§ hurdng dan sir dung trude khi dong

Thanh phin cdng thire thude

Thanh ph&n hoat chét:

LOTALAGINE ....ovvereeirerinssiasssssastinsssnsseissssssasbspspasisissshssiiases 10 mg
Thanh phan t& duoc: y

Lactose monohydrat, tinh bdt ngd, povidon K30, talc, magnesi
stearat. 1

Dang bao ché

Vién nén.

Vién nén trdn, mau tréing, hai mat bang; mot mat tron,va mot
mat khic vach.

Vién c6 thé bé dbi.

Chi dinh !

Giam triéu chirng cia dj irng bao gdm viém mi va may day
man tinh. ‘

Cach dung, lidu dung

Lorastad 10 Tab. duoc ding bang dudng ubng.

Nguoi I6n va tré em trén 12 tubi: 10 mg x 1 1an/ngay.

Tré em tir 2 - 12 tubi:

+ Trong lwgng co thé > 30 kg: 10 mg X 1 lan/ngay.

+ Trong lrgng co thé < 30 kg: 5 mg x 1 1an/ngay.

Ngudi bj suy gan va suy than ndng (d6 thanh thai creatinin

- < 30 ml/phit): Lidu ban dau 1 vién x 10 mg, 2 ngay udng 1 lan.

Chdng chidinh .
B&nh nhan qué& man hay dij (rng v&i bét ci thanh phan nao clia

Tré em dudi 2 tbi:

+'Cénh béo va thén trong khi dung thuéc
e Sﬂy gan. w0 | )
#Khi dung-loratadine, c6 nguy co khé miéng, dc biét & ngudi

cao tudi, va tang nguy co sau rang. Do d6, cin phai vé sinh
réang miéng sach sé khi dung loratadine.” '

Lorastad 10 Tab. c6 chira lactose. Khdng nén dung thu6c nay
cho bénh nhén cé cac van dé v& di truy@n hiém gap khéng
dung nap galactose, thiu hyut enzym lactase toan phan hay

"kém hép thu glucose-galactose.

Str dung thubc cho phu ni¥ c6 thai va cho con b

Phuy ni¥ c6 thai , X

An‘toan sir dyng céc ché pham loratadine trong khi mang thai
chura duge xac dinh, do d6, chi dung thudc néu lgj ich diu tri
cao hon nguy co xay.ra cho bao thai. :

Phy nl¥cho conbu

Do loratadine dugc bai ti€t qua stra me va vi nguy hai clia
thudc khéang histamin gia tang trén tré em, dac biét tré so sinh
va tré sinh non, nén quyét dinh ngwng cho con bl hodc ngung
dung thubc.

Anh hwéng clia thudc 18n kha ning l4i xe, van hanh may
mobc e

> 4 4 {10
Trong cac thr nghiém 1am sang danh gia kha nang lai xe &
nh{rng bénh nhan dung loratadine, kha nang nay khdng bj suy
giam. Tuy nhién, bénh nhan can Iwu y'¢6 nhirng trwedng hop rét
hiém gép ngudi dung thubc s& c6 cam giac budn ngu, co thé
anh hudng dén kha nang lai xe hay van hanh may méc.
Twong tac, treong ky clia thubc s
Twong téc cia thubc ,
Diéu trj ddng thei loratadine va cimetidin dan dén tdng ndng do
loratadine trong huyét twrong 60%, do cimetidin trc ché chuyén
héa clia loratadine. Diéu nay khdng c6 biéu hién 1am sang.
Diéu tri dbng thoi loratadine va ketoconazol dan dén téing ndng
o loratadine trong h%yét twrong gép 3 lan, do (rc ché CYP3A4.
Diéu d6 khong c6 biéu hién Iam sang vl loratadine c6 chi sd
diéu trj rong. b5
Diéu trj ddng thoi loratadine va erythromycin dén-dén ting

~ nbng df loratadine trong huyét trong. AUC clia loratadine tang
- trung binh 40% va AUC cla descarboethoxyloratadine tang

trung binh 46% so véi dung loratadine don trj. Trén dién tam do
khong c6 thay d6i vé khoang QTc. V& mét 1am sang, khong c6
biéu hién sy thay d6i tinh an toan clia loratadine, va khéng ¢6
thong béo veé tac dung an than ho#c hién twong ngét khi didu
trj @bng thii 2 thudc nay.” Wi il v A
gomg”m:y(;damm . ' Gy
céc nghién ctru Ve tinh twong ky cla thudc, khd

tn 1n thubc nay v6i chc thue khéc, ' s iy W b

12,

14.

15.

- A g T

Téc dung khdng mong muén cia thube .. . .. |

Loan nhip th&t hdng BA xay ra khi didu t véi mot 86 thubc
khéang thg thé histamin H, thé hé 2. Digu d6 khdng xuét hién khi
didu tri bang loratadine.

Khi sir dung loratadine véi liBu Ién hon- 10 mg hang: ngay,
nhirng tac dung khong mong mubn sau day c6 thé xay ra:
Thuong gép (1/100 < ADR < 1/10) -
Théan kinh: Bau dau.

Tiéu héa: Kho miéng.

It gép (1/1.000 s ADR < 1/100)

Théan kinh: Ch6ng mét,

HO hép: Khé miii va hét hoi,

Khéc: Viém két mac.

Hiém gép (1/10.000 s ADR < 1/1.000)

Théan kinh: TrAm cam. ‘ . ‘

Tim mach: Tim dap nhanh, loan nhip nhanh trén thit, danh
tréng ngue.

Tiéu héa: Budn non.

Chuyén héa: Chirc ning gan bét thudng, kinh nguyét khéng
déu.

Khéc: Ngoai ban, n6i may day, va chodng phan ve.

Qué lidu va cach x trf

Triéu chimg

Ngui Iém: Budn ngu, nhip tim nhanh, va nhirc dau (ding liéu
40 - 180 mg loratadine).

Tré em: Biéu hién ngoai thap va dénh tréng nguc (ding qué
10 mg).

X trf )

Diéu trj qua lidu loratadine théng thuéng bao gdm diéu tri triéu
chirng va didu tri hd trg, bt dau ngay va duy trl dén khi con
can thiét.

Trudng hop qué ligu loratadine cdp, nén lam réng da day ngay
bang cach dung siro ipeca gay ndn. Udng than hoat sau. khi
gay ndn c6 thé c6 hiéu qua ngan chdn sy hdp thu cia
loratadine. Néu gay nén khéng c6 hiéu qua hoc bj chéng chi
dinh (nhu v6i bénh nhan hoén mé, dang co giat), c6 thé tién
hanh rira da day bang dung dich NaCl 0,9% néu c6 6ng dét ndi
khi quan dé ng&n nglra viéc hit phai cac chét trong da day. Cac
thudc tdy mudi cé tac dung pha loéing nhanh chéng cac chét
chtra trong rudt.

Péc tinh dwoc Iwc hoc '

Nhém duoc ly: Thube khang histamin khac dung toan than.,
M4 ATC: RO6AX13 AR M :
Loratadine la mdt thudc khang histamin 3 vong cé tac dng kéo
dai v6i hoat tinh d6i khang chon loc trén thy thé'H, & ngoai
bién. 5
Pic tinh dwore ddng hoc X i
Loratadine dugc hdp thu nhanh qua duwdng tiéu héa sau khi
ubng, ndng do dinh trong huyét trong dat dugc trong khoang
1 gid. 2
Sinh kha dung téng va thei gian dat ndng dé dinh trong huyét
twong cham khi dung chung thudc véi thirc an. Loratadine bi
chuyén héa nhigu. Chét chuyén héa chinh I& desloratadine cé
hoat tinh khang histamin hiéuqua. = = -~ - -

Thoi gian ban thai trung binh da dugc b&o céo cho loratadine
va desloratadine [an Iuot 12 8,4 va 28 giv. Loratadine gir két

khoang 98% protein huyét trong; desloratadine gan két it hen. - -

Loratadine va chét chuyén héa cia thudc duere phat hién trong
stra me, nhung khéng qua dugce hang rao mau nio véi lwong
dang ké. Phan 16n lidu thudc duec bai tiét qua nuée tidu va

' phan v6i lvong trong difong nhau, chit yéu & dang cac chat
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chuyén héa. < 1™ ,
Sy phan b cua loratadine khdngithdy thay déi dang k& trén
bénh nhan suy th&n n&ing va thdm tach mau khéng phai 1A bién

phép hiéu qua thai trlr 'loratadine hodc chat héa
desloratadine ra khdi co thé . /3 o0 o

Quy cach déng g6i Vs, IT 00 38 AT o -

VI 10 vién. HOp 2 V. 1 5% o0k atbr o e o

Vi 10 vién. Hap 10 vi. Ll 4 L@t te 3oy By
Digu kién bao quan, han'diing, tiéu chudin chét eong cua
s hg et g v {

17.
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17.1. Piéu kién bao quan A I Vo R R (g
Bdo quan trong bao bi kin;-noi khd. Nhiét do khdng quéa 309C.

17.2. Handing SR B o BN
60 thang k€ tir ngay san xudt. Vi a 3

17.3. Tiéu chuéin chat lwong oo vy o TN |
TCCS. \ , A NS

18. Tén, dia chi clia co s& san xudtthude. . .« ., A
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