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THANH PHEAN:

Mdi Smi hén dich uéng chifa: SBK .
Fexofenadin hydroclorid -..... 30mg =
LEL T3 DU | 9; 5616 5X:

CHi DINH - CACH DUING - CHONG L

CHI BINH VA CAC THONG TIN
KHAC: Xem trong ti hudng din sit
dung thudc kém theo.

BA0 QUAN:
Noi khs, nhiét dd duéi 30°C
TIEU CHUAN AP DUNG: TCCS

LAc K¥ TRUGC KHI DONG.

DE XA TAM TAY TRE EM.

80C K¥ HUONG DAN sU DUNG
TRUGC KNI DUNG.

Co s sin xudt:
CONG TY C.P DUGC PHAM HA T,
T4 dan phd s6 4, P.La khé,

Q.HaDéng, TP HaNai  fF

HON DICH UONG

Hop 1 chai x 60m

COMPOSITION:

Each 5ml oral suspension contains:
Fexofenadine hydrochloride...30mg
Excipients q.5.f.........cooceeeneen . 5Sml
INDICATIONS - ADMINISTRATION -
CONTRAINDICATIONS AND OTHER
INFORMATION: See the package
insert inside.

STORAGE:
Store in a dry place, below 30°C
SPECIFICATIONS: Manufacturer’s

SHAKE WELL BEFORE USE.
KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ ACCOMPANYING

INSTRUCTIONS BEFORE USE.

Manufactured by:

HATAY PHARMACEUTICAL J.5.C
Population groups No.4, La Khe Ward,
Ha Dong District, Ha Noi City.
Distributed by:

VIET NAM GSV JOINT STOCK COMPANY
Population groups Phuong, Tay Mo
Ward, Nam Tu Liem District, Ha Noi City.

ORAL SUSPENSION

il

Fexofenadine
loride 30mg/5ml

Box of 1 bottle x 60ml

THANH PHAN:
Mai Smi hén dich udng chita:

Fexofenadin hydroclorid........30mg
Tadugevd.........ocoveeeeeen 5mI

CHI DINH - CACH DUNG - CHONG
CHI DINH VA CAC THONG TIN
KHAC: Xem trong té hudng dan si
dung thudc kém theo.

BAO QUAN:
Noi khd, nhiét do dudi 30°C

TIEU CHUAN AP DUNG: TCCS

LAC KY TRUGC KHI DUNG.

DE XA TAM TAY TRE EM.

POC KY HUONG DAN SU DUNG
TRUGC KHI DONG.
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Co'sé sdn xudt:

CONG TY C.P DUCC PHAM HA TAY
T8 dén phd s6 4, P. La khé,

0. Ha Bang, TP Ha Ni.
Co'sé phan phi:
CONG TY ¢ PHAN GSV VIET NAM
16 dapphd Phuang, P. Tay M,

am Tif Liém, TP. Ha Noi.




HUONG DAN SU DUNG THUOC
1. Tén thube: TACLAGSV

2. Cac dau hiéu luu y va khuyén cdo khi dung thudc:
“Pé xa tdm tay tré em”™

“Doc k¥ hudng dén sir dung trude khi ding” .';g;,uosg

“Lic k¥ trudce khi dung” 7R .
3. Thanh phan cong thire thudc: e " GONG Ty
M&i 5 ml hén dich udng chira: \ ”;;,ﬂn: i
Thanh pha}n dugc chét: Fexofenadin 1337050l Le] ol 1 IR 30 mg \ X HA H_AM
Thanh phan ta dugc: Crospovidon (Kollidon CL-M), polysorbat 80, va‘h{h .@
aspartam, natri carboxymethylcellulose, nuéc tinh khiét. “‘\‘;-”_____,._ﬁ

4. Dang bao ché:

Hon dich uéng. Khi dé yén thi dugc chét ran phan tan co thé tach riéng, hon dich tro lai
trang thai phan tan ddng nhit mau hdng nhat, mui thom khi lac nhe trong 1 — 2 phut va
gilr nguyén trang thai d6 trong vai phut.

5. Chi dinh:

Fexofenadin dugce dung dé diéu tri triéu chung trong viém mii di tng theo mua & tré em
trén 2 tudi, may day vo cin man tinh & tré em trén 6 thang tudi.

6. Cach ding, lidu ding:

* Cdch ding:

Thube ding duong udng. Lic ddu chai trude mdi lan st dung. Khong dung thude cing
vGi nudce hoa qua. s
* Liéu lirgng: s
- Viém miii di vng theo mua !
Tré em tir 2 dén 11 tudi: Liéu khuyé én cdao la Smlx?2 lan/noay Liéu khoi ga chuyén iy

dung & tré em bi suy giam chirc ndng than la ubng 5 ml x 1 lan/ngay. A
- May day v6 can man Imh \\2 ,
Tré em tir 2 dén 11 tudi: Lidu khuyén céo 1a Smlx2 lan/ngay. Liéu khéi dau khuyén ~

dung ¢ tré em bi suy giam chic néng than la uono Smlx1 lan/noay

Tré em tir 6 thang dén dudi 2 tudi: Lidu khuyén cao 12 2.5 ml X2 lan/noay Liéu khai dau
khuyén dung & tré em bi suy giam chuc nang than la udng 2,5 mlx 1 lan/ngay.

7. Chong chi dinh:

Qua man véi fexofenadin, terfenadin hoac vai bét ky thanh phan nao ctia thude.

8. Canh bdo va thén trong khi dung thuoc

Tuy fexofenadin it giy budn ngl, nhung van can than trong khi lai xe hoac diéu khién
méy moc doi hoi phai tinh téo.

Cén thén trong va didu chinh lidu thich hop khi ding thube cho ngudi ¢ chic nang than
suy giam vi nong dé thubc trong huyét tuong tang do nira thoi gian ban thai kéo dai. Can
than trong khi dung thude cho nguoi cao tudi (trén 63 tudi) thudng cé suy giam sinh 1y
chtre nang thén.

Céan nglmg fexofenadin it nhit 24 - 48 gid trudc khi tién hanh cac thir nghiém khang
nguyén tiém trong da.

Dung fexofenadin lam bénh vy nén nang lén.

Thanh phim thudc ¢6 chira aspartam: Aspartam chira mét luong phenylalanin, ¢6 thé gay
hai trén nhiing nguoi bi phenylceton ni¢u nén than trong khi dung.

Thanh phan erythrosin trong thude c6 thé gy ra cac phan ting di Gng.



9. Sir dung thudc cho phu nir ¢6 thai va cho con bu:
- Str dung thuée cho phu ni¥ ¢ thai: Khong c6 dir liéu vé str dung thudc trén phu nit ¢o
thai, chi nén dung thude néu 1oi ich vuot trdi so voi nguy co.

- Sur dung thuéc cho phu nit cho con bii: Khong 3 thube c6 bai tiét qua sita hav khonw vi
vay can thén trong khi dung fexofenadin cho phu nit dang cho con bu.
10. Anh hudng cia thude 1én kha nang lai xe, vin hanh may méc:

Thube c6 thé anh huong dén kha nang lai xe hodc van hanh may moc é’a:n th&ﬁ"frono I}(:F;_::\
st dung. _1 :| ﬁdff D:}Zw )1} ]
11. Twong tic, twong ky, ciia thude: \\': ! ﬂ' N_Jim 27
* Twong tdac cua thuoc: \JIA TAY e %

N ;,
- Erythromycin va ketoconazol lam ting nong dé fexofenadin trong huyé“?\t _g:fahrfno
khoéng lam thay d6i khoang QT.

- Nong do fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cac chit
trc ché p- glycoprotein.

- Khéng dung dong thoi fexofenadin véi cac thude khang acid chira nhom, magnesi vi s&
lam giam hap thu fexofenadin. Dung cach nhau it nhat 2 gio.

- Fexofenadin c6 thé 1am ting nong d6 con, cac chit an than hé thin kinh trung uong, cac
chat khang cholinergic.

- Fexofenadin c6 thé 1am giam ndng d6 cac chit e ché acetylcholinesterase (¢ than kinh
trung wong), betahistin.

- Fexofenadin c6 thé bi giam néng d6 boi cac chat e ché acetylcholinesterase (& than
kinh trung wong), amphetamin, cac chat khang acid, nude ép qua budi, rifampin
* Twong ky ciia thuéc:
Nude hoa qua (cam, budi, tdo) co thé lam giam sinh kha dung cua f adin to1 36%.
Tranh dung fexofenadin vdi con et hylic (IUOU) vi lam tang nguy co an than (ngu).

12. Tac dung khong mong muon ciia thude:
Cac tac dung khong mong mudn cua thudc khéng bi anh huéng bai liéu dung, tudi, gidi
va chung tdc cia bénh nhéan. -
- Thuong gdp, 1/100 < ADR <1/10 ™’
Thén kinh: Bubn ngi, mét moi, dau diu, mat ngi, chéng mit.

Tiéu héa: Budn ndn, kho tiéu.

Khac: Nhidm virus (cam, cim), dau bung trong ky kinh nguyét, dé bi nhiém khuéan ho

hép trén, ngira hong, ho, sét, viém tai gilra, viém xoang, dau lung.

- It gap, 1/1000 < ADR < 1/100

Thén kinh: So hai, mat nga, rbi loan gide ngu, 4c mong.

Tiéu hoa: Kho miéng, dau bung, tiéu chay.

Tim mach: Nhip tim nhanh, danh tréng nguc.

- Hiém gdp, 1/10000 < ADR < 1/1000

Da: Ban, may day, ngua.

Phan tmg qua man: Phit mach, tirc nguc, kho tho, do bung, sbc phan vé.

“Théong bdo cho bdc sy hodc diwgc sy nhitng phan vrng co hai gap phai khi sir dung

thuéc”.

13. Qua lidu va cach xir tri:

- Qué lidu: Thong tin vé& ddc tinh cap cua fexofenadin con han ché. Tuy nhién, budn ngu,

chong mat, khd miéng da duoc bao cao.

- Céach xur tr1 St dung cac bién phap thong thuong dé loai bo phan thude con chua duge

hip thu & dng tiéu hoa. Diéu tri hd tro va diéu trj triéu chung.




Thém phdn mau lam giam ndng do thube trong mau khéng dang ké (1,7%). Khong ¢
thudc giai doc dac hicu.

14. Pic tinh dwge luwe hoc:

Fexofenadin 13 thubc khang histamin thé hé hai, c6 tac dung d6i khang dic hiéu va chon
loc trén thu thé H, ngoai vi. Thudc 1a mot chét chuyén héa c6 hoat tinh cua terfenadin,
cling canh tranh véi céc thu thé H, ¢ dudng tiéu hoa, mach mau va duong hod hap, nhung
khong con doc tinh dbi voi tim do khong tre ché kénh kali lién quan dén su tai cuc té bao
co tim. Fexofenadin khong c6 tac dung dang ké dbi khang acetylcholin, déi khang
dopamin va khong c6 tac dung uc ché thu thé alpha; hodc beta- adrenerglc,/{;idﬂem: eﬁﬁu tri,
thubc khong gay budn ngu hay anh huong dén than kinh trung wong. ;ifh‘{;l()c« C) tac\ci\n\l
nhanh va kéo dai do thubc gin chidm vao thu thé H;, tao thanh phite h ben wr;:_,% va tgée
ra cham \ -h'l‘ r\”r\" PHA *
15. Dic tinh dugc dong hoc: Ne\. HA TAY s //
- Hap thu: Thube hip thu tdt khi ding dudng uong va dat Cmax la 1\1%‘ ml-squ Khi
uong 60 phat. Thire dn giau chat béo lam giam nong d6 dinh trong huyéf ‘tﬂ@tﬂg‘kﬁoano
17% va kéo dai thoi gian dat ndng do dinh cta thude (dén khoang 4 gid). Tac dung khang
histamin kéo dai hon 12 glor

- Phdn bé: Ty 1€ lién két véi protein huyet tuong cua thudc 1a 60 - 70%, chi yéu véi
albumin va alpha; - acid glycoprotein. Thé tich phan b6 14 5.4 - 5,8 litkg. Khong 1 thude
c6 qua nhau thai hodc bai tiét vao sira me hay khong , nhung khi dung terfenadin da phat
hién duoc fexofenadin la chit chuyén hoa cta terfenadm trong stta me. Fexoferfadin
khong qua hang rao mau - nao.
- Chuyen héa: Xap xi 5% lidu dung cua thude duge chuyén hoa. Khoang| § .5% duoc
chuvén hoa ¢ gan nho hé 1honcr enzym cytochrom Pm thanh chit kho ng co hoat tinh.
3.5% duge chuyén héa thanh dn chat methyl este, chu y éu nho hé vi khu n rudt.

- Thai trir: Thoi gian ban thai cua fexofenadin khoang 14.4 gio. kéo dail 1011 (31 -72%) ¢
nguoi suy than. Thude thai trir chi yéu qua phan (xép xi 80%) va nudc tieu (11 - 12%)
dudi dang khong dbi.

Duoc déng hoc ¢ nguoi suy than: \
Clg, : 41 - 80ml/phut: Néng do dinh cao hon 87%, thoi gian ban thai dai hon 59%. 1

Cl,, : 11 - 40ml/phut: Nonc d6 dinh cao hon 111%, thoi gian ban thai dai hon 72% of
Cl,, : < 10ml/phut (¢ nguoi dang thyce hign thdm phan): Néng do dinh cao hon & /0 va
thoi gian béan thai dai hon 31% so voi nguoi khoe manh.

Loai bo bang thim phan mau khong hié¢u qua.

16. Quy cach déng goi:

Hop 1 chai x 60 ml hdn dich udng. Kém theo t& hudng dan st dung thude va cée dong
chia vach bén trong hop.

17. Diéu kién bao quan va han dung, tiéu chuén chét lwong cua thude:

- Bio qudn: Noi kho, nhi¢t 4o dudi 30° C.

- Han diang: 24 thang ké tr ngay san Xuat.

- Han ding sau khi mé nip lan dau: 10 ngay bao quan & diéu kién 2-8°C.

- Tiéu chuén chit lwong: TCCS.

18. Tén, dia chi cua co s& san XuAt: D R

Tén co sé san xuit : CONG TY CO PHAN DUOC PHA A TAY—‘ \.

Dia chi: T6 dan pho s6 4, P. La Khé, Q. Ha Bong, TP. Ham o T 4 %.‘
PT: 024.33522203 FAX:024.33522203 G L LA

PT: 02433824685 FAX:024.33829054 Az %
Hotline: 02433522525 L



