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2 Blisters of 10 Tablets

Fexofenadine Hydrochloride Tablets USP 120 mg

ALERDAY 120

Size: 127 (L) X 20 (W) x 60 (H )

Fexofenadine Hydrachloride Tablets USP 120 mg
ALERDAY 120

FREDUN PHARMACEUTICALS LTD.

BUYER & COUNTRY| ZIFAM - VIETNAM BAR CODE 2D BARCODE

BRAND ALERDAY 120 PRODUCT CODE

GENERIC FEXOFENACINE HYDROCHLORIDE TABLETS USP 120MG | COLOUR SHADE| CMY K

LIC. NO. A DINAMES ITC SAFIRE, BOARD, 300 GSM
PACK SIZE 2 X 10 TABLETS N AT, LAMINATION

TYPE OF CARTON | CARTON REGISTRATIONNO. | ieinam-viss No-:

SIZE OF CARTON | 127 mm (L) x 20 mm (W) x 80 mm (H) | NAME OF ARTIST| BHIM/ANTONY

FLAP POSITION REVERSE TUCKING APPROVED BY

EMBOSSING BRAND NAME FRONT & BACK ONLY SIMILAR PART | ALERDAY 120




2mm Eye Mark Hight 3 mm

“Ezch film coated tablat contains:

‘Fexofenadine Hydrochloride USP 120 mg

‘Excipients: g.5.

iColour: Iron Oxide Red, Titanium Dicxide BP Mfg. Lic. No.:
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Contraindicati Side Effects/ js helies] ¥

gSae the package insel.
ESID-‘B in a cool and dry place, below 30°C, protecl from light,
Maharashira State, INDIA.
iKeep Medicine away from children.
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Fexofenadine Hydrochloride Tablets USP 120 mg
ALERDAY 120/180

M@i vign nén bao phim chira

Fexofenadin Hydrochlorid 120 mg

Ta dwoe : Croscarmellose nalri, lactose, povidon, cellulose vi tinh
thd, magnesi stearat, kec silica khan, natri glycolat ho tinh bat,
hypromeliose E-15, titanium dioxid, talc tinh khiét, macrogols 6000,

Fexofenadin hydrochlori
budn ngtl. Fexofenadin Ia chat chuyén hoa co hoat tinh duoe Iy cla

Céc nghién ctru vé ndi quing may day do histamin & ngudi, din
fexofenadin hydrochlorid mot 14n va hai lan/ngdy cho thy: thube the
hién tac dung khéng histamin trang vong 1 gidv, dat mire 4§ téi da sau
6 gitr va tac dung kéo dai trong 24 gio'. Khong cb béng chimg vé su
dung nap dbi véri cac tac dung nay sau 28 ngay dung thube.

Khéng c6 sw khic bigt dang k& & doan QT 6 cacbgnh nhan viém mdi
dj (rng theo mua dung fexofenadin hydrochlorid & liéu lén dén 240 mg
X 2 laningay X 2 tun so véi gia dugc. Cling vay, khdng co su thay aoi
dang k& & doan QT & cac nguei khoe manh ding fexafenadin
hydrochlorid & lifu 60 mg x 2 laningay x 6 thang, 400mg x 2lan/ngay x
8.5 ngay, 240 mg/lAn/ngay x 1 nam so voigiaduoe. |

Fexofenadin hydrochlorid (5-10mgrkg dudang ubNGURAChE sy cothét
phé guén do khang nguyén & chudt lang va e ché s phong thich
histamin tir dudng bao phic md & ndng 43 trén nong o diéu tri (10-

Fexafenadin hydrochlorid duge hap thu nhanh vao co thé bing
dudng udng, voi thoi gian dat néng dé toi da khoang 1-2 gity sau khi
uéng. Néng do 11 da trung binh Ia khodng 427 ng/mi sau khi uéng
lidu 120 mgfldningay va khoang 494 ng/ml sau khi ubng lidu 180

Fexofenadin gén két voi protein huyét tuong khodng 60-70%.
Fexofenadin duae chuyén hoa khang dang ké (qua gan hodc khang
qua gan), vi fexofenadin 1a hop chat chi yéu duge tim thay trong
nuGc ligu va phan cta dong vat va ngudi. Néng o huyét tueng cla
fexofenadin giam xudng theo mét ham m, vévi théri gian ban thai cudi
cung khodng 11 — 15 gitr sau khi ubng nhiéu ligu lap lal. Dwgc dong
hac clia fexcfenadin 1a tuyén tinh khi uéng mot lidu va nhiéu liéu lén
aén 120 mg x 2 [An/ngay. Ding liéu 240 mg x 21an/ngay lam tang nhe
{khodng 8.8%) viing dw6i dudng cong nong dd & trang thai &n dinh,
cho théy trén thuc té duoc dang hoc cua fexofenadin Ia tuyén tinh &
khoang ligu ding tis 40 ~ 240 mg Ingay. Dudng thai trir chinh 2 qua
sy bai tiét mat, khoang 10% lidu dung dugc bai tidt qua nue tidu &

Viém mi dj tng theo mia : Fexofenadin duge chi dinh dé lam giam
céc trigu chirng do viém mii diirng theo mua cho nguéilon vatré em
= 6 wél. Cac trigu ching nhw |4 hat hoi, s6 miii, nglra mat, mi va ch
hong, matdd va chay nuoc,

Chirng may day man tinh o can: Fexofenadin cling duge chidinh da
didu tri cac biéu hién trén da khéng co bién ching cua beah noi may
dayty phat man tinh. Lam gidm ng(ra va may day dang ké.

d 2 mét thude khang histamin H1 khong gay

LIEU DUNG VA CACH SUYDUNG

’ o . A 7S
Viém mii dj (rng theo mua: 4 Tl 2N
Nguilén va tré em trén 12 tudi: 120mg x 1 lAnmdin < /—‘\\ ’\{E %,
Tré em tir 6 dén 12 tudi: 30 mg x 2 1An méi ngay oy |
Chirng may day man tinh vo can: ) ,Vf{,«'fyg =1
Nguéi lom va tré em trén 12 tudi: 180 mg x 11an méin a4y O
Bénh nhan suy gan, suy than: Khéng can thiét diéu ch ,\-"“-‘ /’

CHONG CHiBINH

N o
Chéng chi dinh cho bénh nhan mén cam v&i fexofena(}l'\r@éi;@};;\f %

thanh phén no ctia thudc e

LUU Y DAGC BIET VA CANH BAO KHI SUDUNG |

Nhur hau hét cac thube méi, chi co rét it sé iéu vé ngudi cao tudi,
bénh nhan suy gan hoac suy than. Nén ding fexofenadin
hydrochlorid ¢an than & nhirng nhom bénh nhan dac bigtnay.

Tinh an toan va hidu qua cua fexofenadin lén bénh nhan nhi dudi 8
tudi chira duac nghién ciru.

TUONG TAC THUGC

Diing déng thei fexofenadin hydrochlorid véi keloconazol hay
erythromycin co thé lam tang néng d6 cla fexofenadin trong huyét
trong. Thubc khéng acid co chira nhdm hay magié co thé Iam giam
sur hap thu fexofenadin. Nutc ép trai cay budi, cam vatao cothe lam
giam sinh kha dung clia fexofenadin.

TAC DUNG Phi}

Ti 18 gap tac dung khang mong mubn & nhém bénh nhan ding
fexafenadin tvong tw nhém ding gid duge,

Céc phan (ng phy thudng duoc nhan thay nhuy nhie dau, kho tigu,
mét méi, budn ngd, budn ndn, dau that nguc, khothd. .

SUYDUNG O PHY NUF CO THAIVACHO CON BU
Phu nircothai

Khang co day di sé liéu vé st dung fexofenadin hydrochlond & phu
nir cé thai. Khong nén dung thude trong thai ky, ngoai trir triréng ho'p
thit sy can thiét va 46 an toan véi thai nhi dugc dam bao.

Bame choconbd

Khang c6 s liéu v& str dung fexofenadin & phy nlr cho con b, Can
than trong khi ding Fexefenadin cho phu ni chocon bl

TAC DONG TREN KHA NANG LAIXE VAVAN HANHMAYMOC
Fexofenadin hydrochiorid khong c6 tac dung dang b}é trén chirc ndng
ol hé than kinh trung wong. Tuy nhién, dé& nhan biét bénh nhdn nhay
cam co phan ing bat thudng voithude, nén ki&m tra tinh dap g cla
mi bénh nhan truedre khi lai xe hay thire hién cacthao tac phiciap.
QUA LIEU, TRIEU CHIPNG VA GIAI BDOC

Da cé bao céo vé tinh trang chong mat, ngu ga, mat moi vé kh& migng
khi str dung qua lidu fexolenadin hydrochlorid. Cho cac nguei khoe
manh diing & lidu 1an &én 800 mafian v 690 mgilan x 2 lanngay x 1
thang hodc 240 mg/laningay x 1 nam: khang c6 tac dung phy dangké
trén [am sang so vai gid duge. Ghua b lidu ding t8i da co thé duge
dung nap cua fexofenadin hydrochlerid.

Co thé can nhic cac bién phap chuén dé loai triv thude chua duoc
hép thu khdi co thé. Khuyén nghi diéu tri triéu chirng va diéutri hatre.
Loc than nhan tao khéng cb hidu qua trong viéc théi trir fexofe
hydrochlorid ra khoi mau. ~

DPONG GOI: Hop chira 20 vign nén bao phim (2 vix 10 vién nén
HAN DUNG: 36 thang k&t ngay san xual.

BAO QUAN: Bao quan noi khé mat, dugi30°C. Tranhanh san,
TIEU CHUAN: Dugc Didn My (USP 39) 57 )
SAN XUAT BOT: '
FREDUN PHARMACEUTICALSLTD.

Bia chi: Plot No. 14,15,18, Zorabian Industrial Cnmplefﬁiage
Veoor, Tal Palghar, Thane - 401404, Maharashtra State, AnBa

Email: business@fredungroup .com SPLELN0
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FREDUN PHARMACEUTICALS LTD.

BUYER & COUNTRY

ZIFAM - VIETNAM

COLOUR SHADE BLACK

BRAND

ALERDAY 120

PAPER NAMES &

GRAMM AGE 54 GSM

GENERIC NAME

FEXOFENADINE HYDROCHLORIDE TABLETS USP 120 MG

PRODUCT CODE SPLEF0000

LIC. NO. NAME OF ARTIST Rao 1)
SIZE OF LEFLET | 140x 180 mm (FRONT & BACK SIDEJ.0 | E OF PRINTER
PACK SIZE 10 TABLETS f, y f‘,g-.‘ff_”:i_ RARPROVED BY
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