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ROCTOLIDO

Fexofenadine Hydrochloride Tablets USP 180mg

Mtg. Lic. No. 50 & 182
D.AR No. 083-302-29
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Manufactured by:
GLOBE PHARMACEUTICALS LIMITED
BSCIC Industrial Estate, Begumgonj. Ncakhali, . .
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Bangladesh.

Composition: Each film coated tablet contains Storage: Slore below 30°C Protect from light 1
Fexofenadine Hydrochloride USP 180 mg Specification: USP 35 |
Indication, contraindicati dosage & admini ion, p i Keep out of reach of children. 1
side-effect and other informations: Please see the enclosed leaflst. Read carefully the enclosed leaflet before use.
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" Thanh phan: M&i vién nén bao phim ca chira Béo quan: Gilr thudc & nhigt dd duwei 30°C
‘ Fexofenadine Hydrochloride USP 180 mg Tranh anh sang |
Chi dinh, chéng chi dinh, lidu lrong & cach ding, Tiéu chudn: USP 35 |

khuyén cdo, tac dung ngoai ¥ va cac thong tin khac: Dé xa tam tay tré em.
Xin xem ky hwdng dén trong hop Poc ki huwomg din sir dung trisde khi ding. |
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ROCTOLIDO

(Vién nén bao phim fexofenadin hydrochlorid USP 180 mg)

CANH BAO:

N&u cdn thém théng tin, xin héi ¥ kién bdc si.

Khéng ding qud liu chi dinh.

Xin thong bdo cho bdc st biét cdc tdc dung khéng mong mubn xdy ra trong qud trinh sit dung.
D& thudc xa tdm 1ay 1ré em.

Poc ki huong diin sit dung trude khi si dung.

Khéng ding thudc da qud han sit dung.

THANH PHAN:

Mbi vién nén bao phim cé chifa:

Hoot ehiat: fexofenadin Bydeae HOrid USP supweiieinimasuesissyssians i s 180 mg

Td dugc: lactose monohydrat, tinh bt ngd, povidon, magnesi stearat, tale tinh ché, silic
dioxid keo khan, H.P.M.C (hydroxypropylmethylcellulose), COpovi (Kulhdon VA 64),
titan dioxid, td duge mau dé cam, sdp Carnauba. /

DUQC LUC HQC :

Fexofenadin 1a thuSc khdng histamin th€ hé hai, c¢6 tic dung ddi khdng dic hiéu va chon
loc trén thu thé H; ngoai vi. ThuSc 13 mét chat chuyén héa ¢d hoat tinh cia terfenadin
nhung khong con doc tinh d6i véi tim do khong e ché kénh kali lién quan dén su tdi cuc t&
bao ¢d tim. Fexofenadin khdng c6 tic dung ding ké déi khdng acetylcholin, d5i khing
dopamin va khong 6 tic dung dc ché thu thé alpha,- hoic beta-adrenergic. G liéu diéu tr,
thuGc khong gdy ngl hay dnh hutdng dén thin kinh trung wong. Thudc cé téc dung nhanh va
kéo dai do thudc gidn chim vio thy thé Hy, tao thanh phifc hop bén vitng va tich ra chim.
DUGC PONG HOC :

Thude hdp thu t6t khi ding dudng udng. Sau khi uéng 1 vién nén 60 mg, néng dé dinh trong
mdu khodng 142 nanogam/ml, dat dugc sau 2 - 3 gi. Néu udng dung dich fexofenadin 60
mg, 2 lan mdt ngdy, néng d6 dinh trong midu & trang thdi cin bing khodng 286
nanogam/ml, dat duge sau khodng 1,42 gids, Thitc dn 1dm gidm ndng d6 dinh trong huyé&t
twong khodng 17% nhung khong 1am chim thdi gian dat nong d6 dinh cla thude.

Ti 1¢ lién két v3i protein huy&t trsng clia thudc 1a 60 - 70%, chii yéu 13 vdi albumin va alpha,-
acid glycoprotein. Thé tich phan b6 12 5,4 - 5,8 litkg. Khong rd thude ¢é qua nhau thai hodc bai
ti€t vao sita me hay khong, nhung khi diing terfenadin d3 phdt hién dugc fexofenadin 12 chat
chuyén héa ciia terfenadin trong sita me. Fexofenadin khdng qua hiang rio méiu - nfo.

Xap xi 5% liéu dung cla thudc duge chuyén hod. Khodng 0,5 - 1,5% duge chuyén héa &
gan nhd hé enzym cytochrom Pusy thinh chat khéng ¢6 hoat tinh. 3,5% dugdc chuyén hda
thanh din chit ester methyl, chii y&u nhd hé vi khudn ruét.

Nira ddi thdi trir clia fexofenadin khodng 14,4 gi¢h, kéo dai hon 6 ngudi suy thin. Thudc
thdi trif chid y&u qua phin (x&p xi 80%), 11 - 12% liéu ding duge thdi trit qua nudc tiéu
dudi dang khong ddi.

CHI DINH:

Vién nén fexofenadin hydrochlorid USP 180 mg duge chi dinh dung diéu tri triéu chitng
trong vi€ém mii di ¥ng theo mia, may day man tinh vd cin d ngudi I6n va ré em trén 12
tudi,
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LIEU LUYNG VA CACH DUNG:

Thudc diing dudng udng, thddi diém udng thude khong phu thudc vio bita in.

Viém mii dj vng:

Liéu khuy&n cdo cia vién nén fexofenadin hydrochlorid USP 180 mg dé diéu trj triéu
ching cho ngudi 16n va tré em trén 12 tudi 1a 180 mg/ ngay (1 vién), uéng 1 lAn/ngay.

May day man tinh v cdn:

Liéu khuyén cdo ctia vién nén fexofenadin hydrochlorid USP 180 mg d€ di€u tri may day
man tinh v6 cin cho ngudi 16n va ré em trén 12 tu6i 13 180 mg/ ngay (1 vién), udng 1

lin/ngay.

Cdc dbi twong ddc biét (suy gan, suy thén, ngudi gia): Khong can diéu chinh liéu.

CHONG CHI BINH : B
Qud man vdi fexofenadin hay bat cif thanh phdn ndo clia thude. *Uq
CANH BAO VA THAN TRQNG: s
Tuy thudc khéng ¢6 ddc tinh trén tim nhy chdt me terfenadin, nhung van cin phdi thin e
trong theo dbi khi dung fexofenadin cho ngudi di ¢é nguy cd tim mach hodc di ¢é khoang el
Q-T kéo dai tif trude. L e
Can khuyén ngudi bénh khdng ty dung thém thudc khdng histamin na% khic khi dang sit dung
fexofenadin.

Tuy fexofenadin it gdy bubn ngl, nhung van cin thin trong khi 14i xe hodc diéu khién mdy

moée doi hoi phdi tinh tdo.

Can than trong va diéu chinh liéu thich hgp khi ding thudc cho ngudi cé chifc ning thin

suy gidm vi ndng dd thudc trong huyét tuong ting do ni¥a ddi thdi trir kéo dai. Cdn thin

trong khi ding thuc cho ngudi cao tudi (trén 65 tudi) thudng ¢ suy gidm sinh 1y chitc

ndng thin.

P4 an todn va tinh hiéu qua cla thudc § wé em dudi 6 tudi chua xdc dinh dude.

Cin ngiing fexofenadin it nh4t 24 - 48 gid trde khi tién hanh céc thi nghiém khéng nguyén

tiém trong da.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Chuwa ¢6 bdo cdo lién quan. Tuy nhién thudc ¢6 thé gdy bubn ngili, chéng mit, dau din, do dé

nén thén trong khi l4i xe hodc vin hinh mdy mdc.

TUGNG TAC THUOC:

Erythromycin va ketoconazol 1lam ting nbéng d§ va dién tich dudi dudng cong néng do -

thdi gian cda fexofenadin trong mdu, cd ch& ¢6 thé do Iam ting hip thu va gidm thdi Y e

thude nay. Tuy nhién, tudng tdc khéng ¢ ¥ nghia trén 14m sing.

Thudc khdng acid chifa nhém, magnesi né€u diing déng thdi vdi fexofenadin s& lam gidm hap
thu thude, vi vay phai diing cdc thube ndy cdch nhau (khodng 2 gid).

SUDUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Do chua c6 nghién citu diy dU trén ngudi mang thai, nén chi diing fexofenadin cho phy ni
mang thai khi 1¢i ich cho me vigt troi nguy cg ddi vdi thai nhi.

Théi ky cho con bui

Khéng rd thube cd bai ti€t qua sita hay khéng, vi viy cin than trong khi diing fexofenadin
cho phy n{ dang cho con bu.

TAC DUNG KHONG MONG MUON:
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Trong cdc nghién ctfu 14m sing ¢é kiém sodt, ti 1& gip tdc dung khong mong mudn & nhém
ngudi bénh diing fexofenadin twong ty nhém diing placebo. Cic tdc dung khéng mong mudn
cda thudc khdng bi dnh hudng bdi liéu diing, tudi, gidi va chling tdc clia bénh nhin.

Thuong gap, ADR >1/100

Théin kinh: Bubn ngd, mét mdi, dau dau, mat ngili, chéng mit.

Tiéu hod: Budn ndn, khé tiéu.

Khéc: Nhim virus (cdm, cim), dau byng kinh, nhi€m khuén hé hip wén, ngita hong, ho, s6t,
viém tai giifa, viém xoang, dau lung.

It ggp, 171000 < ADR <1/100

Than kinh: S¢ hii, réi loan gidc ngl, 4c mong.

Tiéu hod: Khé mi€ng, dau bung.

Hiém g@p, ADR < 1/1000

Da: Ban, may day, ngira.

Phin u’ng qud min: Phi mach, tic ngye, khé th3, do birng, chodng phédn vé.

QUA LIEU VA XU TRi KHI QUA LIEU:

Théng tin vé ddc tinh cdp cta fexofenadin con han ch&. Tuy nhién, bubn ngi, chéng mit,
khdé mi€ng dd dudgc bao cdo.

X tri: St dung cdc bién phdp thong thudng d€ loai bd phin thude con chq‘a dudc hip thu ¢
ong tiéu hod. Piéu tri hd trd va diéu tri triéu chidng.

Thém phéin m4u 1Am gidm ndng d6 thudc trong mdu khong ding ké (1,7%). khoug/éo thudc gidi
doc dic higu.

BAO QUAN:

Gift thudc & nhiét d6 dudi 30°C. Trdnh 4nh sdng.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 02 vi x 10 vién.

TIEU CHUAN CHAT LUQNG:

USP 35

HAN DUNG:

24 thing k€ tif ngay sdn xuat

S& 16 sdn xuit (Batch No.), ngay san xuét (Mfg. dat), han ding (Exp. dat); xin xem trén nhin
bao bi.

S4dn xuit bdi:

GLOBE PHARMACEUTICALS LTD. N
Try s6: House No. 251/L (New), Boad No.13/A(New), Dhanmondi R/A, Dhaka, |,
Bangladesh. / :

Nha mdy: BSCIC, Industrial Estat, Begumgonj, Noakhall,Bangladesh{
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Ngay xem xét lai tJ hudng din st dung: 29/11/2013 e e
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