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TRACH NHIEN TRON VEN

CONG TY CP DUGC PHAM SAVI (SaWipharm J.S.C)
L6 2.01-02-03a KCN/KCX Tén Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

Mau nhan hop

auIpRU3J0Xa4

FBXD'BI_]_&UiﬂB

an 60

THANH PHN - M5i vien ciuia

Ta duigc viia &

cHi Bt - CHOWG CHI BIIH - LIEU LUGING -
CACH DOWE - THAN TRONG - TAC DUNG PH| :
Xin doc 10 midng din s dyng thude

BAO OUAN : Nk kh&, nhidt 39 dudi 25°C.
Trénh énh sdng.

ity ol - UsP a2
SBK / Reg. No. :

LT

BO Y TE
CUC QUAN LY DUOC

PA PHE DUYET

Marnduclured by
SA VI PHARMACEUTICAL J.S.Co. (SaWipharm J.5.C)
Lot No. Z.01-02-03a, Tan Thuan IZ/EPZ, Dist. 7, Ho Chi Minh City

Fexolenadine hydrochloride .............. 60 mg
1 vién

A4 (140
MASURN HIAANEDYAN GIKsYe

Fexofeladine SaVi 60 (hop 1 vi)

fexdfeh'adine

COMPOSITION : Each tablet contaims
Fexolenadine hydrochloride .
Excipients q.5. for ..........

... BO Mg
... 1 mblet

IHHCATIONS - CONTRABIDICATIONS - DOSAGE -
ADMMISTRATION - PRECAUTIONS - SIDE EFFECTS :
See enclosed leabet

STURAGE : Keep in a dvy place, at temperature
below 25°C. Protect from light

Ngay §X / Mig. Date
Han ding / Exp. Date ;

86 I& 8X / Batch No.

SPECIACATION : USP 32

TP. H6 Chi Minh, ngdy 2 thang ... nam 2041
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TRACH NHIEM TRON VEN

CONG TY CP DUGC PHAM SAVI (SaWipharm J.S.C)
Ld Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M3&u nhan hép

MAUEN HANFDAN GIKsY¢

Fexofeladine SaVi 60 (hép 3 vi)
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THANH PHAN : M3i vién chua - BAO QUAN : Noi kh, TIEU CHUAN :USP 32
Fexofenadine hydrochloride 60 mg nhiét 88 dudi 30°C.
Taddugcviadl ... 1vién Trdnh &nh séng. PRk HegiNo.
CHI BINH - CHONG CHI BIWH - DOC KY HUGNG DAN SU DYNG 5610 SX / Batch No. :
UIEY LUGNG - CACH DONG - TRUGC KHI DUNG Ngay SX / Mig. Date
THAN TRONG - TAC DUNG PHY : DE XA TAM TAY CUA TRE EM

Xin dpc 10 hudng din sd dung thudc

COMPOSITION : Each tablet contains -
Fexoienadine hydrochioride 60 mg
Excipients q.5. for ............. 1 tablet

INDHCATIONS - CONTRAINDICATIONS
DOSAGE - ADMINISTRATION -
PRECAUTIONS - SIDE EFFECTS :
See enclosed leaflet

Han dimg / Exp. Date
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STORAGE : Keep in a dry place, SPECIACATION - USP 32
at temperature below 30'C.

t from light.

Protec
READ CAREFULLY THE LEAFLET
BEFORE USE

KEEP QUT OF REACH OF CHILDREN

TP. H6 Chi Minh, ngay Z& thang 2. nim 204

Tong Gidm Doc O

f@ﬁ CL:"LNG IY
5[ CO PHAN
( DUCC PHAM




;:?nm::\ﬁc PHAM SAVI (SaWipharm J.S.C) mg@ m DIANG, Igﬁ;

L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM .
DT: (08) 37700142 - 143 - 144  Fax: (08) 37700145 Fexofeladine SaVi 60

MAu nhan vi

* Fexofenadine hydrochloride 60 mg
“ 168X : HD: A w

- SaWipharm J.5.C

TRACH NHIEM THODN VEM GMP-WHO

Fexofenadine
sawi 60

Fexofenadine hydrochloride 60 mg

Sd‘fm" “::i'r.u. J ; §°'

Fexofenadine
sawi 60

Fexofenadine hydrochloride 60 mg

TRACH NHIEM TRON VEN

Fexofenadine

sawi 60

Fexofenadine hydrochloride 60 mg

SA VI PHARMACEUTICAL J.5.Co.

SaWpharm J.5.C

SOCIAL RESPONSINILITIES WHO-GMP

sawi 60

Fexofenadine hydrochloride 60 mg
S CTY CP DUJC PHAM SA VI
S‘W’" SaWVipharm J.5.C

AP N

TP. Hd Chi Minh, ngay ££. thing -2.. nim 20(1.
Téng Gidm Déc M——




TRACH NHIEN TRON VEN

CONG TY CP DUGC PHAM SAVI ( SaWspharm J.S.C)
Ld Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

Mau nhan hop

ﬁ..\l-:“-l’l-l!r\un GMP-WHO

Fexnfeq_a_ﬂing

Fexofenadine
== 60

60

THAMH PHAN : M3i vién chia -
Fexofenadine hydrochioride .......... 60 mg
Tadugeviradl ..., 1 ViR

cHl B - chling cHl BINH - Ly LUGNG -
CACH DUNG - THAM TRONG - TAC DYNG PHY :
Xin doc 19 hudng dén sif dyng thudc

BAD QUAN : Nai khd, nhiét dd dudi 30°C
Tranh dnh sdng.

neucmN  :usPa2

SBK / Aeg. No. :

B€ XA TAM TAY GiIA TRE EM
BOC KV HUONG DAN S DUNG TRUSC KHI DUNG

Fexotgnadine

Sdn xudt tgi

CONG TY CP DUGC PHAM SA W
(SaWpharm J.5.C)

L8 Z.01-02-03a KCN/KCX Tén Thujn,
Q.7, Tp.HE Chi Minh

100 VIEN NEN BAD PPHIM

NEN BAQ PHIM

MASUSN HANFDIANN GIKoYe

Fexofeladine SaVi 60

(chai

Fexofenadine
G0

Excipients g.5. for ...

SIDE EFFELTS : See enclosed

al temperature below 30°C.
Protect from light.

SPECIACATION : USP 32

Manufactured by
(Satpharm J.5.C)

Dist. 7, Ho Chl Minh Chty

COMPOSITION : Each tablet contains :
Fexofenadine hydrochloride ........ 60 mg

INDICATIONS - CONTRAINDICATIONS
DOSAGE - ADMINISTRATION - PRECAUTIONS -

STORASE : Keep in a dry place,

KEEP OUT OF REACH OF CHILDREN
READ CARERJLLY THE LEARLET BEFORE USE

SA Vi PHARMACEUTICAL 4.8.Co.

Lot Sa. Z01-02-03a, Ten Thesn APZ,

100 vién)

leafiet

Fexofenadine

100 FILK-COATED TABLETS

56 10 5X / Batch No. -
Mgay SX / Mig. Date -

Han dung / Exp. Date

60

WHO-GMF

p

TP. H6 Chi Minh, ngay Z4 thang+l... nim 20/1.
Téng Gidm Déc MW—__
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TRAUM XHIEN TROX VEN

CONG TY CP DUUC PHAM SAVI (SaWipharm J.5.C) Rﬂﬁ@ mm DIAWNG [33?

L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

Ma3au nhan trén chai

100 VIEN NEN BAO PHIM

Fexnfenaume

Sal

Fexofenadine hydmchforfde Lﬂ mg

Fexofeladine SaVi 60

(chai 100 vién)

THANH PHAN : Moi vien chua :

Fexofenar hydrochloride (hisdpeinrey OO TG

Ta e R B 1

CHI BINH - CHONG CHI BINH - LIEU LUONG -
CACH DUNG - THAN TRONG - TAC LJ {
huong dan su dung

BAO QUAN : Noi kho, nhiét do duai 30°
Tranh anh sang.

CONG TY CP DUGC PHAM SA VI Ngay SX :

_— (SaWipharm J.5.C)

TP. Ho Chi Minh, ngay 24 thang <_. ndm 20{Z

Téng Giim Péc M——
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TO HUONG DAN SU DUNG THUOC

Rx Thube bdn theo don
Vién nén bao phim Fexofenadine SaVi 60

THANH PHAN

- Fexofenidine HCI

= PEATGENIRA AL ...t Sivass 1 vién
(Pregelatinised starch, microcrystalline cellulose 101,
crospovidon CL, colloidal silicon dioxide, magnesium
stearate, hydroxypropylmethyl — cellulose 606,
polyethylene glycol 6000, tale, titan dioxide, ponceau
red, latrazine yellow)

DANG BAO CHE: Vién nén bao phim hinh oval.

DUQC LY & CO CHE TAC DUNG:

Fexofenadine 1a thude khang histamin thé hé hai, ¢6 téc dung
doi khang dic hi¢u va chon loc trén thy thé H, ngoai vi.
Thubc 12 mdt chét chuyén héa c6 hoat tinh cia terfenadin
nhung khéng con déc tinh déi véi tim do khéng wc ché kénh
kali lién quan dén su tai cuc 1 bao co tim. Fexofenadine
khéng ¢6 tac dung déng ké ddi khang acetylcholin, ddi khang
dopamin va khong c6 tac dung tc ché thy thé alpha;- hoac
beta-adr energic. O lidu diéu tri, thudc khong gy ngu hay anh
huong dén than kinh trung wong. Thude c6 tic dung nhanh va
kéo dai do thudc gan chdm vao thy thé H;, tao thanh phirc
hep bén vimg va tach ra cham.

DUQC BONG HOQC:

Thubc hap thu tbt khi diing dudmg ubng. Sau khi ubng | vién
nén 60 mg, néng d& dinh lrong midu  khoang 142
nanogam/ml, dat duge sau 2 - 3 gio. Néu umg fexofenadine
60 mg. 2 lan mét ngay, ndng 46 dinh {rong mau & trang thai
cin bang khoang 286 nanogam/ml, dat dwoc sau khoang 1,42
git, Thire dn lam giam nong dd dinh trong huycl tirong
khoang 17% nhung khéng lam chim thai gian dat ndng do
dinh ctia thude.

Ti I& lién két véi protein huyét tvong cua thuée 13 60 - 70%,
chi yéu 14 vdi albumin va alpha,- acid glycoprotein, Thé tich
phin bé 1a 5,4 - 5,8 lit/kg. Khéng 16 thube c6 qua nhau thai
hogc thai trir vao sita me hay khong, nhung khi dung
terfenadin di phat hién dugc fexofenadine 14 cht chuyén hoa
cua terfenadin trong siia me. Fexofenadine khéng qua hang
rao mau-ndo.

Xép xi 5% lidu ding cua thudc duoc chuyén hod. Khoang 0,5
- 1,5% dugc chuyén ho & gan nhd hé enzym cytochrom Peso
thanh chét khong c6 hoat tinh. 3,5% duoc chuyén hoa thanh
din chét este metyl, chu yéu nho hé vi khuén rut,

Nira doi thai trir ciia fexofenadine khoing 14 4 gity, kéo dai
hon & ngudi suy than, Thude thai trir chi yéu qua phén (xap
xi 80%),
11 - 12% li¢u dung dugc thai trir qua nude tiéu dudi dang
khong dbi.

Cic div ligu an todn tién 1Am sang

Thir nghiém trén ché voi lidu udng 450 mg/kg thé trong, hai
ldn/ngay trong 6 thang da khong thiy c6 dau hiéu vé déc tinh
nao khac ngodi tri¢u chimng thinh thoang bj non. Hon nira, khi
nghién ctru dicu tri don liéu cho cho va loai gdm nhém, cho
thdy ¢6 su béo phi khéng lién quan dén didu rj da duge quan
sat thiy sau khi mé tr thi.

Fexofenadine HCI duge danh déu phong xa trong nghién ciru
phin phéi thudc vio t& bao cia chudt cong chi ra ring
fexofenadine khong qua hang rao mau néo.

Fexofenadine HCI cho thiy khong c6 tinh gay dot bién té
bao, dchrc xéc nhén tir cac thu nghiém in vitro va in vive gy
dit bién té bao khac nhau,

Kha néng giy ung thur cia fexofenadine HCI duge danh gia
bing cach st dung terfenadine trong nghién ciru véi cic
nghién ciu hd trg v& duge dong hoc cia fexofenadine HCI
(théng qua cac gid tri dién tich dudi dudng cong cia huyét
trong - plasma AUC). Khong ¢6 bing ching cho thiy c6 kha
ning gdy ung thu quan sat duge trong thir nghiém cho chudt

cbng va chudt nhét ubng liéu terfenadine 1én dén 150 mg / kg
{ngdy.

CHI PINH PIEU TR]

Fexofenadine duge chi dinb ding didu trj trigu chiing trong
viém mii dj img theo mila, may day man tinh vé can & nguoi
160 va tré em trén 6 tudi.

LIEU LUQNG VA CACH DUNG

Thube nay chi ditng theo sw k€ don cita bic si
Cach ding:
Thube ding dutmg uéng, thoi diém ubng thude khong phu
thude vao bira an.

Liéu luong :
Viém miii di ung:

Liéu thong thuong dé difu trj tricu chimng cho ngudi Jon
va tr¢ em trén 12 tudi 1a 60 mg x 2 lin/ngay hodc 180 mg,
uong | lan/ngay.

Liéu cao hon 60mg x 2 ln/ngay (c6 thé ting 16i 240 mg x 2
an."ngay) khéng lam tang thém tac dung diéu tri.

Liéu thong thudng cho tré em tir 6 dén 12 tudi 1a 30 mg x
2 lan/ngay.

May dav man tinh vo cén:

Liéu th&ng thutmg cho ngudi 16n va tré em trén 12 tdi 1a
60 mg x 2 lin/ngay.

Lidu cho tré em tir 6 dén 12 wdi 1a 30 mg x 2 lanfngﬁy

Nguoi suy thin: )
Npudi 1on va tré em trén 12 tudi bi suy thén hay phéi
thém phan mau dung Iiéu bl} mg x l lﬁn}ngay

JAn/ngay. [=5 .
Negwei suy gan: Khong cén diéu chinh liéu.

CHONG CHI DINH
Qua min véi fexofenadine
CANH BAO VA THAN TRONG KHI SU DUNG

Tuy thue khang c6 doc tinh trén tim nhu duge chit me
terfenadin, nhung van can phai than trong theo doi khi ding
fexofenadine cho ngudi dd ¢6 nguy co tim mach hofic da c6
khoing Q-T kéo dai tir trudc. )

Cén khuyén bénh nhan khong tir ditng thém thude khang
histamin nao khéc khi dang sir dung fexofenadine.

Tuy fexofenadine it gy budn ngy, nhung vin cn than
trong khi J4i xe hodc didu khién may moc doi hai phai tinh
tdo.

Can thén trong va didu chinh lidu thich hop kki ding
thudic cho ngudi gidam chirc nang thin vi nong do thude trong
huyét tuong téng do nira doi thai trix kéo dai. Can than trong
khi ding thude cho ngudi cao tudi (trén 63 tudi) thudng co
suy giam sinh 1y chirc nang than, )

D@ an toan va tinh hifu qua cia thude & tré em dudi 6
tudi chua xéc dinh duoc.

Cin ngimng fexofenading it nhét 24 - 48 gio trude khi
tién hanh cac thi nghiém khéng nguyén tiém trong da.
TUONG TAC VOI CAC THUOC KHAC, CAC DANG
TUONG TAC KHAC:

Erythromycin v ketoconazol lam tang ndng d v dién tich
duoi dm}ng cong nbng do-thoi gian cua fexofenadine trong
méu, co ché c6 thé do lam tang hp thu va giam thai iry thude
ndy. Tuy nhién, tuong tac nay khéng c6 y nghia trén l4m
Séng
Thubc khdng acid chiia nkom, nagnesi néu dung ddng thivi
voi fexofenadine sé lam giam hiy thu thude, vi vy phat dang
cac thude niy cach nhau (khodng 2 gidy).
TRUONG HQP CO THAI VA CHO CON BU:

Trugng hop cé thai
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Do chua cé nghién ciu diy du trén ngudi mang thai, nén chi
ding fexofenadine cho phy nir mang thai khi lgi ich cho me
vuot trdi nguy co ddi vai thai nhi.

Truong hop cho con bii
Khaong ro lhuéc c6 bai tiét qua sira hay khong, vi vily cin
théin trong khi ding fexofenadine cho phu nir dang cho con
bo.
TAC DONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC
Tuy fexofenadine it gy budn ngu, nhung vin cin than trong
khi lai xe hodc diéu khién may méc doi hoi phai tinh téo.

Théng bdo cho Bic sT nhitng tic dung khéng mong muin
gdp phdi khi sir dung thuic

TAC DUNG KHONG MONG MUON (ADR)

Trong céc nghién ciu lim sang co kiém soat, ti I¢ gap tac
dung khéng mong mudn & nhém bénh nhan ding
fexofenadine tuong tv nhém ding placebo. Cic tac dung
khéng mong mudn clia thube khéng bi anh hudmg bdi lidu
dung, tudi, gidi va ching 16¢ ctia bénh nhan.

Thuéng gdp, ADR >1/100

Than kinh: Budn ngti, mét moi, dau déu, mét ngy, chéng
mat,

Tiéu hoa: Budn non, khé tiéu.

Khac: Nhiém virus (cam, ciim), dau bung kinh, nhiém
khudn ho hﬁp trén, ngtra hong, ho, sét, viém tai giira, viém
xoang, dau lung.

It gaip, 11000 < ADR<1/100
Thén kinh: So hai, rbi loan gide ngy, 4c méng.
Tiéu hod: Kho miéng, dau bung.

Hiém gap, ADR < 1/1600
Da: Ban. may day, ngia.

Phan Gng qua man: Phi mach, tic nguc, kho the, do
birng, choang phan vé.

Huéng dén cdch xit tri ADR

PHA CUC TRUONG .

Nuyin Vin Ghank

Cac tic dung khong mong mudn cia thude thudng nhe,
chi 2.2% bénh nhan phdi ngimg thuée do céc téc dung khéng
mong mman ena thuoe,

QUA LIEU: ;

Thong tin vé doc tinh cdp cia fexofenadine con han o3
Tuy nhign, bubn ngu, chéng mit, khd miéng da duge bao
c4o.

X tri qua lidu: Sir dyng céc bién phap thong thudmg aé
loal bo phan thubc con chua dugce hﬁp thu & 611"1 tiéu hoa.
Diéu tri hd trg va didu tri tritu chung

Thédm phdn mau lam gidm ndng dd thubc trong mau
khong dang ké (1,7%). Khéng ¢6 thube giai doc dic higu.

PONG GOI :

Hop 1 vi va hop 3 vi (alw/alu) — Vi 10 vién
Hop 1 chai 100 vién

BAO QUAN :

Noi kho, nhiét do dudi 30°C. Tranh 4nh sang
TIEU CHUAN AP DUNG :

Tiéu chuén USP 32.

HAN DUNG :
36 théng ké tir ngay sén xuit.

TRACH SHIM TRON VET

DE xa tiim tay ciia iré en. Mep\,

Doc ky hudng dén siv dung trude khi dimg. N

Ncu ciin thém thang tin, xin héi p kién Bdc si. 3 TY

Séin xuiit tai, :

CTY CO PHAN DUGC PHAM SA VI rs.-m.,,m i' S.¢
L6 7.01-02-03a KCN/KCX Tén Thuén, Q.7, TP.HCM

Dién thoai 1 (84.8) 37700142-143-144 - Vi

Fax : (84.8) 37700145
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Tp. HCM, ngay &35 thang ¢/ nﬁi
TONG GIAM BOC




