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THANH PHAN:
Moi 5ml han dich udng chifa:
Fexofenadin hydroclorid ...... 30mg
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COMPOSITION: THANH PHAN:

Each 5ml oral suspension contains: Mdi Sm! hdn djch udng chiia:
Fexofenadine hydrochloride...30mg Fexofenadin hydraclorid.......30mg
Excipients g.s.f......ocvvereeeee S Tadugevd...........coevvrevennnn 5
6SV.ISC INDICATIONS - ADMINISTRATION - ESVISC CHI DINH - CACH DUNG - CHONG
CONTRAINDICATIONS  AND OTHER CHI DINH VA CAC THONG TIN
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dung thudc kém theo.

v STORAGE: ¥ BAO QUAN:
i & Store in a dry place, below 30%C 3 1 2 Noi khd, nhiét do dudi 300C

SPECIFICATIONS: Manufacturer’s
SHAKE WELL BEFORE USE.

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ ACCOMPANYING
INSTRUCTIONS BEFORE USE.

TIEU cHUAN AP DUNG: TCCS

LAC K¥ TRUGC KHI DONG.

DE XA TAM TAY TRE EM.

POC K¥ HUGNG DAN SU DUNG
TRUGC KHI DUNG.
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Manufactured by:

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

g Distributed by:
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HUONG DAN SU DUNG THUOC
1. Tén thube: TACLAGSV

2. Cac dau hiéu luu y va khuyén cao khi diing thude:
“Pé xa tdm tay tré em”

“Doc k¥ huéng dan st dung trude khi ding”

“Lic ky trude khi dung” s :.\»039 2 ;
3. Thanh phan cong thire thude: et GONG TY
Méi 5 ml hén dich udng chira: ] [H‘DHW
Thanh phan duge chét: Fexofenadin hydroclorid ... .30mg | ’ \ ‘ pHAM
Thanh phan ta duge: Crospovidon (Kollidon CL-M), polysorbat 80, V&ﬁﬂﬁ}i@ /
aspartam, natri carboxymethvlceilulose muée tinh khiét. NGe 10

N F
4. Dang bao ché:

Hon dich uong. Khi dé yén thi dugc chét ran phan tan co thé tach riéng, hdn dich tré lai
trang thai phan tan déng nhat mau hong nhat, miii thom khi lic nhe trong 1 — 2 phut va
gilt nguyén trang thai dé trong vai phut.

5. Chi dinh:

Fexofenadin dugce dung dé diéu trj triéu chimg trong viém mii di Ung theo mla & tré em
trén 2 tudi, may day v6 cin man tinh & tré em trén 6 thang tuoi.

6. Cich ding, liéu ding:

* Cdach dimg:

Thube dung dudng ubng. Lic déu chai truée mdi lan sir dung. Khong ding thude cting

\*(j; 211 (;c =h-oa ’qua. _29:-;
iéu lirong ) s
- Viém miti di 1ing theo imiia: i3
Tré em tir 2 dén 11 tudi: Lidu khuyén cdo 12 5 ml x 2 lan/ngay. Li¢u khoT gawKhuyén i

dung & tré em bi suy giam chuc ndng thén la wéng 5 ml x 1 lan/ngay. N
- May day vé can man tmh ‘ ) ‘ o
Tré em tir 2 dén 11 tudi: Lidu khuyén céo l1a 5 ml x 2 lan/ngay. Li¢u khdi dau khuyén o

ding & tré em bi suy giam chic nang than la uono Smlx 1 lan/noay

Tré em tir 6 thang dén dudi 2 tudi: Liéu khuyén cao 1a 2.5 ml %2 lan/ncay Lidu khai dau
khuyén ding & tré em bi suy giam chie nang than la uéng 2,5 ml x 1 lAn/ngay.

T Ch(mg chi dinh:

Qué man voi fexofenadin, terfenadin hoac véi bat ky thanh phan nio clia thude.

8. Cinh bdo va thin trong khi dung thuoc

Tuy fexofenadin it gdy budn ngt, nhung van cén than trong khi 1ai xe hodc diéu khién
may moc doi hoi phai tinh tao.

Cén théan trong va diéu chinh lidu thich hop khi ding thude cho nguoi c6 chirc nang than
suy giam vi néng dé thudc trong huyét twong tang do nua thoi gian béan thai kéo dai. Can
than trong khi ding thude cho ngudi cao tudi (trén 65 tudi) thudng co6 suy gidm sinh ly
chirc nang than.

Can ngimng fexofenadin it nhit 24 - 48 gid trude khi tién hanh cac thit nghiém khang
nguyén tiém trong da.

Dung fexofenadin lam bénh véy nén ning lén.

Thanh phdm thudc cé chira aspartam: Aspartam chira mdt lwgng phenylalanin, co thé gay
hai trén nhiing nguoi bl phenylceton niéu nén than trong khi duong.

Théanh phan erythrosin trong thude ¢6 thé gdy ra cic phan tmg di ing.



9. Sir dung thube cho phu nir ¢6 thai va cho con bi:
- Str dung thudc cho phu nit ¢é thai: Khong ¢6 dir liéu vé sir dung thude trén phu nir ¢o
thai, chi nén ding thude néu loi ich vuot troi so véi nguy co.

- Sur dung thudc cho phu ni cho con bii: Khong 1o thude 6 bai tiét qua sira hay khong vi
véy can théan trong khi dung fexofenadin cho phu nit dang cho con bi. p 91,
10. Anh huéng ciia thude 1én kha ning ldi xe, vin hanh miy mée: /<
Thube ¢6 thé anh huéng dén kha nang 1ai xe hodc van hanh may mac m}’tlié’ff"“‘o}'i‘*’
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11. Twong tac, trong ky ciia thude: %Cf“-. Hi *'?ivm y *
A ."“ ‘-. ny oy
* Twong tdc cua thuéc: T il /&’

- Erythromycin va ketoconazol lam ting nong do fexofenadin trong huyét\t g:&ﬁ:f ng
khéng lam thay ddi khoang T,

- Nong do fexofenadin cé thé bi tang do erythromycin, ketoconazol, verapamil, céc chit
trc ché p-glycoprotein.

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

- Fexofenadin c6 thé lam ting néng do con, cac chét an than hé thin kinh trung wong, cac
chat khang cholinergic.

- Fexofenadin cé thé 1am giam néng do cac chét e ché acetylcholinesterase (& than kinh
trung wong), betahistin.

- Fexofenadin co thé bi giam nong d6 béi cac chit it ché acetylcholinesterase (& thin
kinh trung wong), amphetamin, cac chét khang acid, nudc ép qua budi, rifampin
* Twong ky ciia thuéc:
Nudc hoa qua (cam, budi, to) co thé lam giam sinh kha dung cua fi adin to1 36%.
Tranh ding fexofenadin véi con ethylic (ruou) vi 1am ting nguy co an thin (ngh).

12. Tac dung khéng mong muén ciia thube: )
Céc tac dung khong mong mudn cia thude khéng bi anh hudng boi liéu dung, téi, isi
va chung toc cua bénh nhén.

- Thuong gap, 1/100 < ADR <1/10

Than kinh: Budn ngl, mét moi, dau dau, mat ngu, chong mat.

Tiéu héa: Budn non, kho tiéu,

Khac: Nhidm virus (cam, cim), dau bung trong ky kinh nguyét, dé bi nhiém khuan ho
hép trén, ngira hong, ho, sOt, viém tai gitra, viém xoang, dau lung.

- It gap, 171000 < ADR < 1/100

Than kinh: So hai, mat nga, réi loan gidc ngl. 4c méng.

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

Tim mach: Nhip tim nhanh, danh tréng ngue.

- Hiém gép, 1710000 < ADR < 1/1000

Da: Ban, may day. ngia.

Phan tmg qué man: Phii mach, tirc nguc. khé thé. dé bing, sdc phéan vé.

“Théng bdo cho bdc sy hodc diwgc sy nhitng phan itng co hai gap phai khi sir dung
thube”.

13. Qua liéu va cach xir tri:

- Qué4 lidu: Théng tin vé& dée tinh cap cia fexofenadin con han ché. Tuy nhién, budn ng,
chong mat, khé miéng da duoc bao cao.

- Cach xu tri: Sir dung cac bi¢n phap thong thuong dé loai bo phan thude con chua duoc
hép thu & dng tiéu hoa. Piéu tri hd tro va didu trj tridu chimng.




Thé’m phan mau lam giam néng dd thube trong mau khéng dang ké (1,7%). Khéng co
thudc giai doc dic hicu.

14, Piac tinh dwoge lwe hoc:

Fexofenadin 1a thuéc khang histamin thé hé hai, c6 tac dung déi khang dic hiu va chon
loc trén thu thé H; ngoai vi. Thude 12 mot chét chuyén héa cé hoat tinh cua terfenadin,
ciing canh tranh véi cac thu thé H, ¢ dudng tiéu héa, mach méau va dudng hd hap, nhung
khong con doc tinh doi véi tim do khong tc ché kénh kali lién quan dén su tai cuc té bao
co tim. Fexofenadin khéng c6 tac dung dang ké dbi khang acetylcholin, ddi khang
dopamin va khong ¢6 tac dung trc ché thy thé alpha; hoéc beta- adrenerglcff@dﬂemn eﬁﬁu tri,
thubc khong gay budn ngu hay anh huong dén than kinh trung wong. }{f‘hhoc« Q tac\dm

nhanh va kéo dai do thude gan cham vao thu thé H;. tao thanh phirc hﬂpjben vmu:% va f@a
ra chim.

x\ DUC HAM ),ir
15. Dic tinh duge dong hoc: "1?\{-;\ 1.1& TRY A
- Hap thu: Thube hép thu tét khi dung dudng uong va dat Cmax 1a N & 1]1 8@,‘ i

uodng 60 phuat. Thirc dn giau chat béo lam giam nong do dinh trong 11uyé?“t-téc * oang
17% va kéo dai thoi gian dat nong d¢ dinh cua thubc (dén khoang 4 gio). Tac dung khang
histamin kéo dai hon 12 gmr

- Phén bo: Ty 1 lién két vai protein huyet twong ctia thude 1a 60 - 70%, chi yéu voi
albumin va alpha, - acid glycoprotein. Thé tich phan b6 12 5,4 - 5.8 litvkg. Khéng 18 thude
c¢6 qua nhau thai hodc bai tiét vao sira me hay khong, nhung khi ding terfenadin d phat
hién duoc fexofenadin la chat chuyé én héa cla terfenadm trong stra me. Fexoferiadin
khong qua hang rao mau - nao.
- Chuyen héa: Xap xi 5% liéu dung cua thude duge chuyén héa. Khoang| 8.5 -1.5% duoc
chuyén hoa ¢ gan nho hé thono enzym cytochrom PM thanh chat kho 12 ¢o hoat tinh.
3,5% duoc chuyén hoa thanh dan chét methyl este. chi yéu nhd hé vi khufin rudt.

- Thai trir: Thoi gian ban thai cua fexofenadin khoang 14.4 gio. kéo dai hc:m (31 -72%) ¢
ngudi suy thén. Thubc thai trir chi véu qua phan (xap xi 80%) va nudc tidu (11 - 12%)
dudi dang khong dbi.

Dugc dong hoc o nguoi suy than: \
Cl, : 41 - 80ml/phut: Nong do dinh cao hon 87%, thoi gian ban thai dai hon 56%. | i&
Cl,:r : 11 - 40ml/phut: Noéng dé dinh cao hon 111%, thoi gian bin thai dai hon 2% 04
Cl,, : < 10ml/phat (¢ nguoi dang thuc hién tham phén): Noéng do dinh cao hon S» /0 va
thoi gian ban thai dai hon 31% so véi ngudi khoe manh.

Loai bo bing thim phan méu khong hiéu qua.

16. Quy cach déng goi:

Hop 1 chai x 60 ml hon dich udng. Kém theo 1o hudng dan str dung thudc va coe dong
chia vach bén trong hop.

17. Diéu kién bdo quan va han dung, tiéu chuén chét lwgng cia thude:

- Bio qudn: Noi khd, nhiét 40 dudi 30°C.

- Han ding: 24 thang ké tir ngay SAn Xuat.

- Han dung sau khi mé ndp lin ddu: 10 ngay bao quan & diéu kién 2-8°C.

- Tiéu chudn chit lwgng: TCCS.

18. Tén, dia chi cua co & san Xuit: N

Tén co sé¢ sin xudt : CONG TY CO PHAN DUOC PHA A T/&Y *%.H

Dia chi: Tb dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha;a?); I A\ §
PT: 024.33522203 FAX:024.33522203 { e d

DT: 024.33824685 FAX: 024.33829054 \~.
Hotline: 02433522525 %




