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Loratadine

Box of 10 blisters x 10 capsules
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Hoat chéi: Loratadin 10mg
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Box of 10 blisters x 10 capsules

Active Ingredient: Loratadine 10mg

™

WHO GMP

S AUNIISINUEN INOILYDIEID84S

HSN FHO4EE ATINAFLYD LI74VET AvEY
NEEOTIHO 40 HOVEY 40 LMD 433

LHDM WOHS 1D3.10dd

2,0E MOT3E 'SE0Vd 700D ONV AHO NI 3DVHOLS

:dx2/Bunp uey
‘a3nxs AebN
/XS QI 98

dAD OHM

di

auipeje.io

INIH'E G - yuig e - L Bunq WE WD
wey joiy Buong yuguy ey

Win4 Aaanpi #0deBurg weN 1ok - 3 00 09 CN.
QU700 DHIGYHL NOLLONTDHA
TOLLNEIY MY Hed WYN HNYHL 30 HONVME

Glup] stipesioT Jusipailiuf BAlOY

Buna Bueu ugia oI X 1A 01 doH

dIND OHM

dl

Buigy wipeiBOT YO 1BOH
aulipejelo’




©0 HUGNG DAN SU DUNG

‘ Vién nang ciing LORATADINE TN
THANH PHAN : M&i vién chifa D7 NG v N2
Loratadin .. 10 mg i .‘,"- . '.“.-b',w,i.: o 1':\
T4 dudce viva du .. 1 vién. ':i. & | -\:? l>: * —.

!

(Tinh bot sin, Lactose, PVP. K30, Natri starch glycolat, Talc, Magnesi stearat, Nang rong s 4 o\ H ANH NAM,/d
DUGC LUC HOC KO X
Loratadin 13 thudc khdng histamin 3 vdng c6 tdc dung kéo dai d6i khang chon loc trén thy thé H‘.
va khong 6 tdc dung 1am diu trén thn kinh trung wdng. Loratadin thudc nhém thudc ddi khéng thy thé H,
th& hé thi hai (khong an thén).
Loratadin c6 tdc dung 1am nhe bét triéu chitng clia viém mii va viém két mac di @ng do gidi phéng histamin.
Loratadin con c6 tdc dung ch6ng ngita va ndi may day lién quan dén histamin. Tuy nhién loratadin khong c6
tdc dung bio vé hoic trg gitp 14m sang ddi véi trudng hop gidi phéng histamin ning nhu chodng phin vé.
Thudc khdng histamin khéng c6 vai trd trong diéu tri hen.
Loratadin ¢6 tin suit tdc dung phu, dic biét d5i v6i hé thin kinh trung wong, thdp hon nhitng thudc khing
histamin thudc th& hé thit hai khdc.
DUGC PONG HOC
Loratadin hap thu nhanh sau khi ung. Néng d6 dinh trong huy€t twong trung binh ciia loratadin va chét
chuyén héa c6 hoat tinh ciia né (descarboethoxyloratadin) tudng ng 13 1,5 va 3,7 gid. Nita doi thai trir cla
loratadin 1 17 gi® va cla descarboethoxyloratadin 1a 19 gid.
Loratadin chuyén héa nhidu khi qua gan 1dn ddu bdi hé enzym microsom cytochrom P450; loratadin chii y&u
chuyén héa thanh descarboethoxyloratadin, 1a chat chuyén héa c6 tic dung dudc ly. Khodng 80% t6ng liéu
ctia loratadin bai ti&t ra nude tiéu va phan ngang nhau, dudi dang chat chuyén héa, trong vong 10 ngay.
Sau khi u6ng loratadin, tdc dung khdng histamin clia thudc xudt hién trong vong 1 — 4 gid, dat t5i da sau 8 —
12 gids va kéo dai hon 24 gid
CHi PINH PIEU TR]
Viém miii di ¢ng, viém két mac di ing. Ngifa va may day lién quan dén histamin.
LIEU LUGNG VA CACH DUNG
— Ngudi 16n, ngudi cao tudi va tré em tir 12 tudi trd 1én: 1 vién/ 1an, 1 1an/ ngay.
— Tréem 2 -12 tudi: Khong ding & dang vién thude nay.
— Ngudi bi suy gan hodc suy thin ning (d0 thanh thai creatinin < 30ml/ phit): 1vién/ ln, ci 2 ngay 1 lan.
CHONG CHI PINH
Qu4 min v6i bit ky thanh phin nio ciia thude. (‘({
CANH BAO VA THAN TRONG KHI SUDUNG
Suy gan
Khi ding loratadin, c¢6 nguy cd kho miéng, dic biét & ngudi cao tudi va ting nguy cd sdu ring. Do do, cin
phdi v¢ sinh ring miéng sach s& khi ding loratadin.
TUGNG TAC V61 CAC THUOC KHAC
Ding déng thdi véi cimetidin 1am ting nong do loratadin trong huyét trdng 60%, do cimetidin ¢ ch&
chuyén héa ciia loratadin. Diéu nay khong c6 bi€u hién 1am sang.
Diing ddng thdi véi ketoconazol 1am ting nong d§ loratadin trong huy&t trong gép 3 ldn do tc ché CYP3A4.
Didu ndy khong c6 bi€u hién 1dm sang, vi loratadin c6 chi so diéu tri rong.
Piéu tri ddng thdi loratadin va erythromycin din dén ting ndng d loratadin trong huyét twong. AUC (dién
tich dudi dudng cong clia ndng dd theo thdi gian) ctia loratadin ting trung binh 40% va AUC cia descarboe-
thoxyloratadin ting trung binh 46% so véi diéu tri loratadin ddn doc. Trén di¢n tim d6 khong c6 thay d6i vé
khodng QTc. V& mit ldm sang, khong c6 biéu hién sy thay déi tinh an toan cla loratadin, va khong c6 thong
bdo vé tdc dung an thin hodic hién tugng ngdt khi diéu tri ddng thdi 2 thude ndy.
TRUONG HGP CO THAI VA CHO CON BU
Thoi ky mang thai: Chwa c¢6 nhitng nghién cifu ddy dii va kiém tra t6t vé sif dung loratadin trong thai ky. Do
6 chi ding loratadin trong thai k¥ khi cin thiét, véi liéu thap va trong thdi gian ngin.
Thoi ky cho con bii: Loratadin va cdc cht chuyén héa descarboethoxyloratadin tiét vao sita me. N€u cin st
dung loratadin & ngudi cho con by, chi dung véi lidu thip va trong thdi gian ngin.
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TAC DUNG DOI'VOT KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc c6 thé giy chéng mit, nén thin trong khi dang l4i xe va dang vin hanh mdy méc
TAC DUNG KHONG MONG MUON
Loan nhip thit ning di x4y ra khi diéu tri véi mot s8 thudc khang thy thé histamin H, th& hé 2. Piéu d6
khong xuit hién khi diéu tri bing loratadin.
Khi st dung loratadin véi liéu 16n hon 10mg hang ngay, nhitng tdc dung sau ddy c6 thé x4y ra:
Thuong gdp: Pau diu, khd miéng, chéng mit, khd miii, hit hoi, viém két mac.
Hiém g¢ip: TrAm cdm, tim dap nhanh, loan nhip nhanh trén thit, ddnh trong nguc, budn ndn, chitc ning gan
bét binh thudng, kinh nguyét khong déu, ngoai ban, nbi may day va chodng phén vé.
Théng bdo cho bdc si nhifng tic dung khong mong mudn gip phdi khi sif dung thudc
QUA LIEU VA XU TRI
o) ngudi 16n khi udng qué liéu (40 — 180mg) c6 nhirng biéu hién: budn ngi, nhip tim nhanh, nhic diu. G tré
em khi udng sir6 qud li¢u (vugt 10mg) biéu hién ngoai thdp va ddnh tréng ngyc.
Xt tri: Didu tri triéu ching va hd trg, bit diu ngay va duy tri chirng nao con cin thiét. Loratadin khong bi
loai bing thim tdch mau.
BAO QUAN  :Bdo quén ndi kho mat, tranh 4nh sdng, nhiét do dudi 30°C
HAN DUNG  : 36 thing k& tir ngay sin xuit.
TIEU CHUAN :TCCS
TRINHBAY  :Hop 10 vi x 10 vién.
Lo 200 vién.
KHUYEN CAO :
P& xa tAm tay cilia tré em
Poc ki huéng din st dung trude khi diing
Né&u céin thém thong tin xin héi § ki€n béc si

CHI NHANH CONG TY TNHH SX-TM DUGC PHAM THANH NAM
Dia chi: 60 Dai 16 Poc lap, KCN Viét Nam Singapore, Thuin An, Binh Dudn
PT: (0650) — 3767850 Fax: (0650) — 3767852 W[?/
Vin phong: 3A Ping Tat, P. Tan Pinh, Q.I, TP. HCM

Tp. HCM, Ngay 15 thing 07 nidm 2016
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