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THANH PHEN: e e
MBI vién nén bao phim chia Fexofenadin hydroclorid 120 mg.
Each film coated tablet contains Fexofenading Rydrochioride 120 mg.
clﬂ a:NH LIEU LI.H‘.I ntll cAcH DUNG, cHONG cHI BjNH VA cAC THONG

M: Xin doc tb hudng ddn st dyng.
muml no#s nasms ADMINISTRATION, CONTRAINDICATIONS AND fEee s
OTHER INFORMATION: Flzase refer to the package inser. a 3 3
BAO QUAN: BE nai kho réo, trdnh 4nh sdng, nhigt wmm qué 30°C. ' 3 f 8
STORAGE: Store at the temperature not more than 30°C, In a dry place, = =]
protect from light. 120 mg 382
KEEP OUT OF REACH OF CHILDREN, Manufachwed by:
DO NOT EXCEED RECOMMENDED DOSAGE. GLOMED PHARMACEUTICAL COMPANY, Inc.
READ CAREFULLY THE LEAFLET BEFORE USE. 35 Tu Do Bodevard, Vietnam-Singapore
SPECIFICATION: USP 34 Reg. No.: Industrial Park, Thian An, Binh Duong.
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H&p 1 vix 10 vién nén bao phim
Boxof 1 biister of 10 film coated tablets

- Glodas®120

Fexofenadine hydrochloride 120 mg

ﬂ&
e

E xa TAM TAY CUA TRE EM. sin
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_/ HUONG DAN SU DUNG THUOC
| GLODAS 120
| Fexofenadin hydroclorid
i Vién nén bao phim
:l 1. Thiétnh phiin
| Mai vién nén bao phim chira;

| Hogt ehdr: Fexofenadin hydroclorid 120 mg.

| T diegre: Lactose monohydral, croscarmellose natri, pregelatinized starch, cellulose vi tinh thé, magnesi stearat, opadry pink.

| 2. Duge Iye hoe vt dirge ding hge

‘i Ducge e hpe

| Fexofenadin, m{t chit chuyén héa cd hoat tinh cia terfenadin, 14 mit chét khing histamin khéng glg budn ngi of te dung ¢di khing
chon Ige & thy thé H, ngogi bién. Fexofenadin khong o6 tic dyung déng ké ddi khing acetylcholin, d6i khing dopamin vi khéng cb lic

| dyng e ché thy thé alpha I-adrenergic hojic beta-adrenergic. O liu difu trj, thude khong gdy ngl hay anh huémg dén thén kinh trung
wong. Thude c& tic dung nhanh va kéo dai do thudc gin chim vao thy thé H,, 130 thanh phic hop bén viing v téch ra chim.
Durgre dgng hpe

| Fexofenadin duge hip thu nhanh sau khi ung, ndng 4 dinh trong huyét tuong dat duge sau khi udng 2 - 3 gitr. Thire &n lim gidm

| néing ¢4 dinh trong huyét tuemg khodng 17%.

‘ Khodng 60 - T0% lexofenadin gin viri protein huyét tremg. Fexofenadin khdng qua hing rio mu-njo.

| Khodng 5% liéu ding ¢ia thubc duge chuyén hos, chi khoing 0,5 - 1,5% dugc chuyén hod & gan nhér h§ enzym cytochrom Paso thinh

| chit kiving ¢6 hoat tinh, khoang 3,5% duge chuyén hod thinh diin chit este metyl, chil yéu nhirhé vi khudn rujt.

| Nira d&i thii trir cin fexofenadin khodng 14,4 gib, kéo d&i hon & ngubi suy thin. Khodng 80% thubc thii trir chis yéu qua phin, 11 -
12% lidu ding duge thii tnr qua nude lifu dudi dang khong dbi,

‘ 3. Chi djnh

| Didu 1 céic Lrigu chimg viém mii dj tmg & ngudi 1ém va tré em trén 12 twdi, bao gdm: hit hei, sb mii, ngira mii, ngira vém hong v&

| hong.

! Didy trj chimg may day vb ciin mgn tinh & ngudi lom va wé em trén 12 wéi,

| 4. Litu ding va céch ding

Ngurtri I6m va tré em trén 12 twéi: 60 mg/lin x 2 lin/ngay hoje 120 mg mil 1in duy nhilt rong ngay.

@ bénh nhan suy thin, liéu khéi diu duge khuyén cdo 13 60 mg mét Hin duy nhit trong ngiy. z

Nén diing thute cdch xa 2 gidy ddi véi cée thube Kivdng acid ¢4 chira gel nhdm hay magnesi,

5. Chiing chi djnh

Glodas 120 chéng chi dinh & nhimg bénh nhén c6 tién sir qud min voi bit cir thanh phin ndo cia thude.

6. Liru ¥ vii thiin trgng

Sir dyng thiin trong Lrén ngudd gid, bénh nhin suy gan hode suy thin.

S0 dyng thiin trong trén ngudni di ¢b nguy co tim mach hoje 41 cb khodng QT kéo dai uir tnede.

Bénh nhiin khong ty ding thém thube khing histamin'ndo khac khi dang sir dyng fexofenadin.

Ciin ngimg fexofenadin it nhit 24 - 48 gi¢r trudc khi tién hanh cée thir nghiém khing nguyén tiém trong da.

Sir dyng cho phy nir ¢ thai: Do chua cb nghién cin diy di trén ngudi mang thai, mén chi ding fexofenadin cho phy nit mang thaff %

khi Igi fch cho me vuet i nguy co ddi véi thai nhi,

Sir dyng cho phy nir dang cho con bi: Chua duge biél fexofenadin cé bii iét rong sira me hay khong. Néu vige ding thudc 14

thiét, nén ngimg cho tré b cho dén khi kéi thic qud wrinh didu trj,

Anh huéng cia thubc 1én khi ning diku khifn tau xe vil viin hinh miy mée: Fexofenadin cb thé gy bubn ngil v chong mit, n

xdc dinh sy nhay ¢dm ndy trude khi ding trong khi 14 xe hojc viin hinh miy mée.

7. Thc dyng khéng mong mudn

Thicmg gdip, ADR > 17100

- Thin kinh: Budn ngd, mét méi, dau diu, mil ngi, chong mit.

- Tifu hod: Bubn nn, khé tigu.

- Khée: Mhiém virus (cim, ctim), dau byng kinh, nhiém khudn hé hip wén, he, sbt, viém tai gida, viém xoang, dau lmg,

fi gdip, 141000 < ADR <7106

- Thn Kinh: S hai, rdi logn gide ngd, 4¢ méng.

- Tiéu hod: Khd mifng, dou byng,

Hiém gdp, ADR < 1/1000

- Da: Ban, mdy day, ngira.

- Phin (img qué min: Phi mach, tire ngire, khé thé, 4 bimg, chodng phin vé,

Théng bdo cho bic st nhing téc dyng khéng mong mudn gip phii khi ding thude.
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8. Tuwong téc ciia thube véi cde thubc khic va cic logi twong tic khic

Sir dyng déng thdi véi ketoconazol hodic erythromycin lam ting ndng d§ ciia fexofenadin hydroclorid trong huyét tuong.
Sir dung ddng thoi véi chc thudc khang acid ¢6 chira nhém hay magnesi c6 thé lam giam sinh kha dyng cua fexofenadin hydroclorid.
Nén trdnh ding fexofenadin véi nuéc hoa qua ké ca nuée budi vi ¢6 thé 1am gidm sinh kha dyng cia thude.

9. Qui lidu va xir tri

Trigu chimg: Céic triu chimg qué lidu fexofenadin c6 thé gdm chéng mit, budn ngy, khé miéng.

Ate trf;

- Dimg nhimg bién phép co bin d€ logi phén thudc chura duge hip thu,

- Diéu tr trigu chimg va diéu trj hd trg.

10. Dang bao ché va déng gbi

Hfp 1 vi x 10 vién nén bao phim.

Hop 3 vi x 10 vién nén bao phim.

Hép 5 vi x 10 vién nén bao phim.

Hép 10 vi x 10 vién nén bao phim,

Hép 20 vi x 10 vién nén bao phim.

11. Ditu kién bito quin: Dé noi kh réo, tranh 4nh séng, nhiét dp khong qué 30°C.

12. Tidu chuiin chiit lrgng: USP 34.

13. Han diing: 36 thing ké tir ngdy sin xuét.

DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
San xufit béi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: $4 35 Pai L$ Ty Do, KCN Viét Nam — Singapore, thj xa Thufin An, tinh Binh Duong,
BT: 0650.3768823 Fax: 0650.3769095
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