
Traphaco·
CONGTYCP

BM09.17b

01.07.21.111

U NIlAN HOP VlEN NEN BAO PHIM TRALLERGIC

(H(Jp1vi x 10 vien bao phim - vi PVC-Nhom)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroc/orid 180 mg

Traphaco~

6w 08l PIJOPOJPA4 UIPDUojOXo:J

JI9H3"VH.L

(dW9-0HM)

L6 SX va HD duac in ddp n6i tren vi. Nguoi ki~mtra: H. Giang
NguOi trinh bay: Thuy
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Traphaco·
CONG TY CP TRAPHACO

BM09.17b

Ol.07.21.v1

MAD NIlAN HOP VIEN NEN BAD PHIM TRALLERGIC
.o~~;>,.... (H6p 2 vi x 10 vien baa phim - viPVC-Nhom)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 180mg

Traphaco~

6w 08l ppOpOJPAljUfpOuajoxaj

JI9H3"VHl

(dW!)-OHM)

L6 SX va HD QU(Jcin ddp n6i tren vi.
Ngiroi kiem tra: H. Giang

Ngiroi trinh bay: Thu
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CONG TYCP TRAPHACO

BM09.17b

OI.07.21.v1

MAU NHAN HOP VlEN NEN BAO PHIM TRALLERGIC

(H(Jp 3 vi x 10 vien baa phim - vi PVC-Nh6m)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 180mg

Traphaco~

6w 08l PfJOpOJPAL{ UfpOUajOxa;j

JI9H3"VUl

(dW!)-OHM)

L6 SX va HD duoc in ddp n6i tren vi.
Ngiroi ki~m tra: H. Giang

Nguai trinh bay: Thuy
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Traphaco·
CONG TY CP TRAPHACO MAU NIlAN HOP VrEN NEN BAD PHIM TRALLERGIC

(H{Jp5 vi x 10 vien baa phim - viPVC-Nhom)

BM09.17b
Ol.07.21.v1

(WHO-GMP)

RALLERGIC
Fexofenadin hydroclorid 780mg

Traphaco~

6w 08l PfJOpOJpAI./ UfPVU<3jOX<3j

JI9H311VHl

(dW!)-OHM)

La SX va HD duac in ddp n6i tren vi.
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Traphaco·
CONG TY CPTRAPHACO MAU NIlAN HQPVIEN NEN BAO PHIM TRALLERGIC

(H(Jp 10 vi x 10 vien baa phim - vi PVC-Nhom)

BM09.17b

OI.07.21.v1

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 780mg

Traphaco~

6w 08 LPfJOPOJPA4 iupoustoxe]

JI9H311VHl

La SX va HD duoc in dt,ip n6i tren vi.
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Traphaco·
CONG TV CP TRAPHACO

BM09.17b

OI.07.21.v1

,:\,,~~r6~~ U NHAN HQPVlEN NEN BAO PHIM TRALLERGIC

(Hop 1vi x 10 vien baa phim - vi Nhom - Nhom)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 180mg

Traphaco~

6w 08l PfJOPOJP"Ljufpvuajoxa:/

JI9H311VHl

(dW9-0HM)
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La SX va HD duac in ddp n6i tren vi.

Nguoi kj~m tra: H. Giang

Ngiroi trinh bay: Thiry
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CONG TY CP TRAPHACO
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UNHAN HOP VlEN NEN BAO PHIM TRALLERGIC

(H(Jp 2 vi x 10 vien baa phim - vi Nhom - Nhom)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 180 mg

Traphaco<f'

6w 08l P1JOPOJPAI../U1PDUoJoxo::J

)191:1311\11:11

(dW!)-OHM)
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La SX va HD ducc in ddp n6i tren vi.

Nguoi kiern tra: H. Giang
Nguai trinh bay: Th(ty
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Traphaco"
C6NG TY CPTRAPHACO

BM09.17b

Ol.07.21.v1

U NIlAN HQP VIEN NEN BAO PHIM TRALLERGIC

(H(Jp 3 vi x 10 vien baa phim - vi Nhom - Nhom)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 180mg

Traphaco~

6w OBl PfJOPOJPA4ufpouajoxa:J

JI9H3""Hl

(dW!)-OHM)
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Traphaco·
CONG TY CP TRAPHACO

BM09.17b
OJ.07.21Y I

MAU NIlAN HQPVlEN NEN BAO PHIM TRALLERGIC

(H(Jp 5 vi x 10 vien baa phim - vi Nh6m - Nh6m)

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroclorid 7BOmg

Traphaco<l'

6wOBl Pf10POlpI.4 UfpOUajOxa.:}

JI9H3"VHl
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Nguoi kiern tra: H Giang

Nguoj trinh bay: ThifyL6 SX va HD duac in ddp n6i tren vi.
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U NIlAN HOP VrEN NEN BAO PHIM TRALLERGIC

(HOp 10 vi x 10 vien baa phim - vi Nhom - Nhom)
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OI.07.21.vl
Traphaco"

CONG TYCP

(WHO-GMP)

TRALLERGIC
Fexofenadin hydroc/orid 180mg

Traphaco<l'

6w 08l PfJOPOJPA4 ufPOUCJjoxCJj

lI9H3"VH.L

(dW~-OHM)

"

lil ~-q ~-I i! -I ~-I
\

[ ;J:I n ~::tI t~ t;J:I

I~i!': ~ ~ a ~~ ~i!':
f; :>- r- ~ ..... ' ....

JJ;; IJ;;I
t .... {.... {....

(f) , m , m , m ....>< '[:::0 H!~
g::::o [ :::0 ~~ a~~ ~" ~~~- ~- ~-

~ " n "
n .. n " n <l n "0

~
';1'

:I: Q

"
§_ f ;J ~ , -I ~ � -I ~

I~
i! -I 0t ;J:I � ' ;J:I 3 t~Ii!':I ~ .. 1~ i o.

S" r- ~ s r- i::{ .... 8' > ..... 'l: ....
IJ;;i ~gp 1 J;; ~ §m , m

~~. ~ ;J:I � e. ;J:I !~~ C\ 3 ~~ ~".- in
.- .-

.l n .l n <l n i n
Ngiroi kiem tra:H. Giang

La SX va HD duac in ddp n8i tren vi. Nguoi trinh bay: Thuy
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c0" PHAt't

RAPHAOOT

Trophoco*' Hd so ddng lq viAn ndn bao phim Trallergic
t (lrc r \ c<) l,u.\\ -r R,\r,n,\(.o

Tdh str dung
Vi6n n6n bao phim

TRALLERGIC
Fexofenadin hydroclorid 180 mg

D0 xa fim ny firi em

Dgc kj hwdng ddn s{r dyng trwdc khi dilng

QUY cAcH DONG GoI: HQp I vi, 2vi,3 vi, 5 vi, 10 vi x 10 vi6n.

DANG BAO CHE: Vi6n ndn bao phim.

Md ta: Vi0n ndn bao phim hinh oblong, mdu h6ng nhat

THANH PHAN: M6i vi6n chria:

Thdnh phdn hogt chiit:
Fexofenadin hydroclorid 180 mg

Thdnh philn td dwqc.' vua du

Microcrystalline cellulose, Pregelatinized starch, Sodium

starch glycolate, Natri lauryl sulfat, Colloidal silicon dioxid,
Magnesi stearat, Hydroxypropyl methylcellulose,

Polyethylen glycol 6000, Titan dioxyd, Oxyd sit do

NHOM DLIQC LY: Thudc kh6ng histamin

NIe ATC: R06AX26

cHi D[NH:
- Di6u trf vi6m mti di ring theo mira o nguoi lcrn va tr6 em tt 12 tu6i tro 16n.

- Di0u tri citc bi0u hien ngodi da kh6ng bi6n chtmg cua miry day vd cdn man tinh d
ngucri l6n vd trd em ti 12 tudi tro l6n.

LIEU DUNG . CACTT OUNG:
Li1u dilng:
- Ngudi l6n vd trd em tri 12 tu6i tro l6n: I vi6n/ngdy.

- Ngudi suy thQn: li6u khcvi dAu dugc khuy6n dung ld 1 viOn fexofenadin 60 mg m5i
ngay.

- Nguoi suy gan: kh6ng cAn di6u chinh li6u.

- Ngudi cao tu6i: kh6ng cAn diOu chinh li6u, ngo4i trir c6 suy gi6m chric ndng thfln.

Cdch dilng:
'l'hu6c dung ducrng u6ng vdi nu6c vir trudc bira dn. Kh6ng u6ng thudc vdi nudc hoa qu6

(nhu cam, bu&i, t6o).

cHoNG CHi DfNH:
MAn cim vryi b6t cri thdnh phAn ndro cira thudc.

cANu BAo vA rHdN rneNG:
- CAn thfln trgng vd di6u chinh li6u thich hqp khi dung thu6c cho ngudi co chuc ndng

thQn suy giAm vi n6ng d0 thu6c trong huy6t tuong tang do thoi gian b6n thii kdo ddi.
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H6 so danp kv viAn ndn bao ohim Trallersic
t.Ort;'r'\' co rtt.(r'l'lt,tt'r,\('(,)

- CAn thQn trgng khi dung thu6c cho ngudi cao tu6i (tr6n 65 tu6i) thudng c6 suy gi6m

chric ndng sinh ly th4n.

- D0 an todrn vd tinh hiQu qu6 ctra Trallergic chua dugc denh gi6 tr6n tr6 em duor 12

tu6i.

- Khdng tU y dung th6m thu6c kh6ng histamin Hr kh6c khi dang su dgng fexofenadin.

- Cdn ngung fexofenadin it nh6t 24 - 48 gio truoc khi ti6n hnnh c6c thri nghiQm kh6ng

nguy6n ti6m trong da.

- Dung fexofenadin ldm benh uAy ntin ting l6n.

srl ngNG cHo PHU NrI co rHAI vA cHo coN BU:
PhW ntr cd thai:
Chua co nghiOn cuu dAy du trOn ngudi mang thai, n6n chi dung fexofenadin cho phg nir

mang thai khi lqi ich cho mg vugt trQi nguy co OOi vOi thai nhi.

PhU nfc cho con bfi:
Kh6ng rO thu6c co bai ti6t qua sfra hay kh6ng, vi vay cAn thQn trgng khi dung

fexofenadin cho phg nt cho con bri.

ANH urloNc mN KHA NANG rAt XE, vAN HANH tvtAv vr6c:
Tuy fexofenadin it gdy budn ngt, nhung v6n cAn thfln trgng khi lei xe hoflc vfln hanh

m6y m6c.

TUONG TAC THUOC:
- trrythromycin vlr ketoconazol ldm tang n6ng dQ fexofenadin trong huy0t tucrng

nhung kh6ng lam thay d6i khoing QT. Kh6ng c6 sg kh6c biet vC t6c dgng kh6ng
A - t , \ .1 i\ .A t r imong mu6n dugc b6o c6o khi c6c thu6c niy dugc dtng ri6ng 16 hoac phdi h-o. p.

- Thu6c kh6ng acid chria nh6m vh magnesi n6u dung d6ng thoi voi fexofenadin sE ldm

giim h6p thu thu5c, vi v4y ph6i dung c6c thu6c ndy c6ch nhau khodng 2 gitt.

- Kh6ng ghi nhfln c6 tucrng t6c gifra fexofenadin vi omeprazol.

- Ndng d0 fexofenadin co th6 bf tdng do verapamil, cdc chdt uc ch6 p-glycoprotein.

- Fexofenadin co thO ldm tdng n6ng dQ c6n, cdc chlrt an thAn he thAn kinh trung uong,

cdc chdt kh6ng cholinergic. Tr6nh dung fexofenadin voi rugu vi ldm tlng nguy co

an thAn (ngu).

- Fexofenadin co th6 ldm giim n6ng dQ c6c ch6t uc ch6 acetylcholinesterase (& thAn

kinh trung uong), betahistin.

- Fexofenadin co thO bf giim n6ng d9 bdi ctrc chdt uc chti acetylcholinesterase (o thAn

kinh trung ucrng), amphetamin, cdc chdtkh6ng acid, nudc 6p qui buoi, rifampicin.

- Nuoc hoa quA (cam, budi, t6o) co thO lam giim sinh khi dUng cua fexofenadin d6n

36%.

rAc DUNG xuoxc MoNG MUoN:
C6c nghiOn criu l6m sdng co d6i chung voi gi6 dugc cho th6y fy le tdc dpng khdng mong

mu6n o nhom ngudi benh dung fexofenadin tuong tg nhu o nhom dung gii dugc.
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Trophoco* H6 so ildng l? viAn ndn bao phim Trallergic
c()\c t'\ c() Pll.\\ -l R.\l'll.\('(.)

- fnAn kinh: bu6n ngu ( I,3 - 2,2yo), mQt moi, dau dAu, m6t ngu, ch6ng mit.
- Ti6u h6a: bu6n n6n, kho ti6u.

- Kh6c: aE bi nhi6m si6u vi (cim, crim), dau bpng kinh, de bi nhiSm khuAn h6 h6p tr6n,

ngua heng, ho, s6t, vi6m tai giira, vi€m xoang, dau ltmg.

it Sqp e 1/l .000, < 1/1 00)

- Thdn kinh: so hdi, r6i loa, giec ngit, 6c mQng.

- Ti6u hoa: kh6 miQng, dau bung.

Hiap sqp e\il.000)
- Da: ban da, may duy, ngria.

- Phin tng qu6 m6n: phir m4ch, tric ngyc, kho tho, do birng, cho6ng phin vQ.

Khdng rd dn suil (khdng th€ udc t{nh t* dir li€u hiQn co):

- Tim m4ch: tdng nhip tim, h6i hQp.

- Ti6u h6a: tiOu chiy.
ThAng bdo ngay cho btic sj hogc dwqc sj nhfrng phdn ftng cd hgi Sdp phfii khi sfr

dlrng thu6c.

QUA LIEU VA CACH XU TRi:

Quti liiu:
Circb6o c6o vd qu6 li0u ctra fexofenadin it gap vi th6ng tin vC dQc tinh cAp con han ch6.

Tuy nhi6n, bu6n ngir, chong mAt, kh6 mieng dd dugc b6o c6o.

Cdch xfr tr{:
Su dgng c6c biQn ph6p th6ng thucrng d€ loai bo phAn thudc chua dugc hAp thu o phAn

6ng ti6u hoa. Di6u tri triQu chung vd ndng dd t6ng tr4ng. Lgc m6u lim giim n6ng dQ

thu6c trong m6u kh6ng d6ng kC (1 ,7oh). Kh6ng co thu6c giii dQc dac hieu.

BAO QUAN: Noi kh6 16o, nhi0r d9 kh6ng qu6 30 0C, tr6nh 6nh s6ng.

H{N DUNG: 36 thingk0 tu ngay s6n xuAt.

TIEU CHUAN: TCCS.

Sfrn phAm cfia: coxc TY CO PHAN TRAPHACO

75 YCn Ninh - Ba Dinh - Ha NOi

DiQn thoai li6n hq: 18006612

Sfln xuit t4i: GONG TY TNHH TRAPHACo HUNG ynx
Th6n Binh Luo'ng - XA TAn Quang - HuyQn VIn L6m - Tinh Hung YCn

Nguiri soan thlro: \euy'6n
Ngutri ki6m tra: Y0n
Ngdy ki6m tra: 25104/2023
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