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4/ NHAN CHAI TELGATE 120 (Chai 50 vién nén bao phim)
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim TELGATE 120

TELGATE 120 Vién nén bao phim:

¢ Cong thire: (cho mdt vién):
< Fexofenadio hydroclorid ... .ummiseiisinsiis 120 mg
- Taduge ... 7 I 1 vién

(Lactose, avicel 102 (Microcrystallin cellulose), natri croscarmellose, bdt talc, magnesi st
HPMC 615 (Hydroxypropyl methylcellulose), PEG 6.000 (Polyethylen glycol), titan dioxyd).

¢ Tac dung duoc ly:

Duoc luc hoc: *
- ’ ’ e

- Fexofenadin la thuoc khang histamin thé hé hai. C6 tac dung d6i khéang dac hiéu va chon loc trén %

X

thu thé H, ngoai vi. Thudc 12 mét chét chuyén hoa c6 hoat tinh cua terfenadin nhung khéng con
doc tinh d6i voi tim do khong tre ché kénh kali lién quan dén sy téi cuc t& bao tim. Fexofenadin
khong c6 téc dung dang ké d6i khang acetylcholin, d6i khang dopamin va khong c6 tic dung trc
ché thu thé Alpha;- hoic beta adrenergic. O liéu diéu tri, thube khong géy ngu do anh hufmg dén
than kinh trung uong. Thube ¢c6 tac dung nhanh va kéo dai do thudc gan chim vao thu thé H;-,
tao thanh phtrc hop bén vimg va tach ra cham.

Durgc déng hoc: P‘&

- Thubc hip thu tét khi ding duong udng. Sau khi udng 1 vién 60 mg, nng d6 dinh trong mau
khoang 142 nanogam/ ml, dat dugc sau 2-3 gid. Thirc &n lam giam ndéng d¢ dinh trong huyét
twong khoang 17% nhung khong 1am ch4m thoi gian dat ndng do dinh cua thude.

- Ty 1€ lién két véi protein huyét tuong cua thude 1a 60-70%, chu yéu la v6i albumin va alpha ;-
amd glycoprotein. Thé tich phan bb 1a 5,4-5,8 lit/ kg. Khong r5 thubc c6 qua nhau thai hodc bai
tiét vao sita me hay khéng, nhung khi ding terfenadin d4 phat hién dugc fexofenadin 13 chét
chuyén hoéa cua terfenadin trong sita me. Fexofenadin khong qua hang rao mau-ndo.

- Xép xi 5% liéu dung cua thude dugc chuyén hoéa, khoang 0,5-1,5% duge chuyen hoa ¢ gan nho 4
h¢ enzyme cytochrom Pyso thanh chat khong c6 hoat tinh. 3,5% dugc chuyén hoa thanh dan chét =
ester methyl, chu yéu nhd hé vi khuén rudt.

- Nira doi thai trir ctia fexofenadin khoang 14,4 gid, kéo dai hon & ngudi suy than. Thubc thai trir
chit yéu qua phén (80%),11-12% lidu dugc thai trir qua nude tiéu dudi dang khong dbi.
¢ Chi dinh:
- Fexofenadin dugc chi dinh ding diéu tri tri¢u chimg trong viém miii dj ing theo mua, may day
man tinh vd cin & ngudi 16n va tré em trén 12 tuoi.
¢ Liéu ding:
- Nguoi 16n va tré em trén 12 tudi: 1 vién/ ngay
- Ngudi suy than phai thAm phan méau: Ding nira liéu binh thuong
- Nguoi suy gan: Khong can chinh liéu
¢ Chdng chi dinh:
- MAn cam véi bét cir thanh phén nao cua thudc.
¢ Tac dung khong mong mudn:
- Thuong gap:
+ Théan kinh: Budn ngl, mét moi, dau dau, mat ngu, chong mat
+ Tiéu hoa: Budn ndn, khé tiéu
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+ Khac: Nhiém virus (cam ctim), dau bung kinh, nhiém khun ho hép trén, ngira hong, ho, sét,
viém tai giifa, viém xoang, dau lung
- It gap:
+ Than kinh: S¢ hai, rdi loan gidc ngt, 4 mong
+ Tiéu héa: Kho miéng, dau bung
- Hiém gip:
+ Da: Ban da, ngita
+ Phan img qué min: Phi mach, tirc ngyc, khoé thé, do bimg, séc phan vé

THONG BAQ CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU
DUNG THUOC

¢ Than trong:

- Thubc khong ¢6 doc tinh trén tim nhu cht me terfenadin, nhung van cén thén trong theo dsi khi
dung fexofenadin cho ngudi da c6 nguy co tim mach hodc cé khoang Q-T kéo dai tir trudc.

- Khong dung céc thude khang histamin khac khi dung fexofenadin

- Tuy fexofenadin it gay budn nga nhung ciing thén trong cho ngudi 14i xe va vin hanh may moéc

- Cén than trong va di?:u chinh liéq thich hop khi dung thude cho ngudi ¢6 chirc ning gan than suy
giam vi nong do thuoc trong huyét tuwong tang do nira doi thai trir kéo dai.

- Than trong diing thudc cho ngudi cao tudi thudng c6 suy giam sinh 1y chic ning than

- D6 an toan va hiéu qua cho tré em dudi 6 tudi chwa duge xac dinh

- Cén dung fexofenadin it nhat 24-48 gidr trude khi tién hanh céc thir nghlem khéng nguyén ti€m
trong da.

¢ Twong tiac thude: (‘K

- Erythromycin va ketoconazol lam ting nong d9 va dién tich duéi dudng cong ndng do-thdi gian
cua fexofenadin trong méu, co ché c6 thé do lam ting hip thu va giam thai trir thudc nay. Tuy
nhién tuong tac khong c6 y nghia trén 1am sang.

- Thudc khang acid chira nhom, magnesi néu ding dong thdi véi fexofenadin s& 1am giam hép thu
thudc vi vy phai ding cac thudc nay cach xa nhau (khoang 2 gio).
¢ Sit dung cho ngwdi ldi xe va vin hanh may méc:
- Cén than trong khi ding cho ngudi l4i xe va van hanh may méc vi thudc c6 thé gay budn ng.
¢ Sit dung cho phu nir c6 thai va cho con bi:
- Khong rd thudc co bai tiét qua sita me hay khong vi vay cén than trong khi ding fexofenadin
cho phu nir dang cho con bu
- Chua c6 nghién ciru day dui cho phu nir mang thai, nén than trong dung fexofenadin khi dang
mang thai.
¢ Qui liéu va xir tri:
- Qua lidu c6 thé budn ngt, chéng mit, khé miéng
- Xir tri: Sur dung cac bién phap thong thudng dé loai bo phin thudc chua hap thu dwoc vao 6ng

tiéu héa. Diéu tri hd trg va diéu tri triéu chimg. Thém phén méau lam giam ndng d6 thudc trong
méu khong dang k& (1,7%). Khong c6 thude giai doc dic hiéu

¢ Trinh bay:
- Hop 3 vi x 10 vién nén bao phim.
- Hop 10 vi x 10 vién nén bao phim.
- Chai 50 vién nén bao phim.
- Chai 100 vién nén bao phim.
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¢ Han dung:
- 36 thang ké tir ngay san xut
¢ Bio quéin:
- Noi khd mat, nhiét 6 dudi 30°C, tranh 4nh séng.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM
DQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN N{CUA THAY THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D duong C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

TP.HCM, ngay 03 thang 03 nam 2014
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MAu 3/ ACTD
TO THONG TIN CHO BENH NHAN

1. Tén san phim: TELGATE 120
M3 ti sin phim: Vién nén oval, bao phim mau tréng, canh va thanh vién lanh I3n,
3. Thanh phin ciia thube:

MB&i vién chira:

5

Fexofenadin hydrotlofid ... 120 mg
Ta duoc: (Lactose, avicel 102, natri croscarmellose, bt talc, magnesi stearat, HPMC 615
titan dioxyd, PEG 6.000)
4. Ham lrgng ciia thube: Fexofenadin hydroclorid 120 mg
5. Thubc ding cho bénh gi?
- Fexofenadin dugc chi dinh dung diéu trj triéu chimg trong viém miii di ing theo mua, may
day man tinh v6 cin & ngudi 16n va tré em trén 12 tudi

]

- 6. Nén dung thudc nay nhw thé nao va lidu lwgng?

- Nguoi 16n va tré em trén 12 tudi: 1 vién/ ngay

- Ngudi suy than phai thim phan mau: Dung nira lidu binh thuong

- Ngudi suy gan: Khong cin chinh lidu

7. Khi nao khong nén dung thudc nay?
- Man cam véi bt cir thanh phin nao cua thude. (\Rﬁ
8. Tic dung khong mong muén:
- Thudng gép:
+ Than kinh: Budn ngti, mét moi, dau ddu, mét ngt, chéng mat
+ Tiéu hoéa: Budn ndn, khé tiéu
ks K'hélC: Nhiém virus (cdm ctim), dau bung kinh, nhiém khudn hé hép trén, ngtra hong, ho,
sot, viém tai giita, viém xoang, dau lung
- - It gép:
+ Thén kinh: S¢ hai, rbi loan giic ngi, 4c mong
+ Tiéu hoa: Kho miéng, dau bung
- Hiém gip:
+ Da: Ban da, ngira
+ Phan (mg qua mén: Phi mach, tirc ngue, kho tha, do birng, sbc phan vé
THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC
9. Nén trinh cic loai thudc hodic thwe phim gi khi dang sir dung thudc nay?

- Erythromycin va ketoconazol 1am ting nong d va dién tich duéi duong cong néng do-thoi
gian ctia fexofenadin trong mau, co ché c¢é thé do 1am tiang hip thu va giam thai trir thudc
nay. Tuy nhién tuong tac khong cé ¥ nghia trén 1dm sang

- Thubc l'(héng acid chira nhom, magnesi néu dung dong thoi vé6i fexofenadin s& 1am giam hép
thu thudc vi vy phai ding cac thudc nay cach xa nhau (khoang 2 gid).

10. Can lam gi khi mjt lin quén ding thudc.

- Tiép tuc dung thudc theo huéng din. Khong dung liéu gip déi khi quén khong udng thudc.
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11. Cin bio quan thudc nay nhw thé nao?

- Noi khd mat, nhiét do duéi 30°C, tranh anh sang.

12. Nhirng du hiéu va triéu chirng khi ding thubc qua liéu.

- Qua liéu c6 thé budn ngu, chéng mat, kho miéng

13. Cin phai lam gi khi dung thubc qu4 liéu khuyén cio.

- X tri: S dung céc bién phép thong thuong dé loai bo pl}ém thudc chwa hip thu dugc vio
("mg' tiéu hoa. Dieu tri ho trg Yé diéu tri triéu chirng.’ Tham phan mau lam gidm nong do
thudc trong mau khong dang ké (1,7%). Khong c6 thuoc giai dgc dic higu

14. Tén ciia nha sin xuét sin phim: ¥

- Céng ty TNHH Dugc phdm USA - NIC \

15. Nhirng diéu cin thin trong khi ding thudc nay.

- Thudc khdng c6 ddc tinh trén tim nhu chat me terfenadin, nhung van can than trong theo ddi
khi dung fexofenadin cho ngudi dd c6 nguy co tim mach hodc cé khoang Q-T kéo dai fir
e trudc

- Khdng ding céc thubc khang histamin khéc khi ding fexofenadin

- Tuy fexofenadin it gay budn ngt nhung ciing than trong cho ngudi l4i xe va van hanh may
moc

- Cén théan trong va didu chinh lidu thich hop khi dung thubc cho nguoi ¢é chirc ning gan
thén suy giam vi ndng d¢ thudc trong huyet tuong ting do nira doi thai trir kéo dai

- Théan trong ding thuc cho ngudi cao tudi thudomg cb suy gidm sinh 1y chirc niang thén

- Do an toan va hiéu qua cho tré em duéi 6 tudi chua dugce xac dinh

- Cén dung fexofenadin it nhit 24-48 gio trude khi tién hanh cac thir nghiém khang nguyén
tiém trong da. N‘{

16. Khi nio cin tham vén béc si?

- Théng bao cho bac si nhimg tac dung khéng mong mubn khi st dung thude.

17. Ngay xem xét sira d6i lai to thong tin cho bénh nhan: Ngay 03/03/2014
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