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Mau vi: Cetirizine STADA 10 mg
Kich thudc: 39x95 mm

Mau hop: Cetirizine STADA 10 m g
Kich thu6c: 42x105x18 mm
Ti lé: 100%
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A 10 mg Cetirizine STADA 10 mg Cetirizine STADA 1

10 mg Cetirizine dihydrochloride 10 mg Cetirizin dihydroclorid 10 m

= g~
'CTYTNHH LD STADA-VIETNAM  STADA  STADAVN J-V. Co, Ltd., Binh Duong Branch fep

STADA 10 mg Cetirizine STADA 10 mg Cetirizine %2

tydroclorid 10 mg Cetirizine dihydrochloride 10 mg Cetirizin ditkv  oc
x
o

Chi nhanh CTY TNHH LD STADA-VIET NAM

izine STADA 10 mg Ceti 1ZziRe’S

‘elirizin dihydroclorid 10 mg

Cetiriz

Hp 1 vi x 10 vién nén bao phim

Cetirizine STADA 10 mg

Cetirizin dihydroclorid 10 mg

Nha sdn xudl:
Chi nhinh cong ty TNHH LD STADA-VIET NAM

5% 40, Dai I Ty Do, KCN Vigt Nam-Singapore T
Thi xa Thuan An, Tinh Binh Duigng, Viét Nam STADA

Thanh phin: Méi vien nén baa phim chita DE XA TAM TAY nz{i EM
Ha Cetirizin dibydroclorid 10mg  DOC KY HUONG DAN U DYNG
Cetirizine STADA 10 mg skl i b,

& 1 vidn
Chi dinh, Cich ding, Chéng chi dinh va cic
théng tin khac:
Xin o< trong 1 hung din s dyng

SPK - Reg. No.: Bio quin: Trong bao bl ki, nai kho, Nhil

6 khong qus 30°C

1 blister x 10 film-coated tablets

Cetirizine STADA 10 m

Cetirizine dihydrochloride 10 mg

Manufactured by
STADA.VN |V, Co., Ltd., Binh Duong Branch

No. 40, Tu Do Avenue, Viemam-Singapore industrial Park
Thuan An, Binh Duong Province, Vietnam S—'-ADA

KEEP OUT OF REACH OF CHILDREN
i READ THE PACKAGE iNSERT
Tabld  CAREFULLY BEFORE USE
Indications, Administration, Contraindications

Cetirizine STADA 10 mg

and other precau

Barcade

SO 16 5X - Batch No.:

- Mfg. date :

NSX

bo/

- Exp. date:
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Mau vi: Cetirizine STADA 10 mg
Kich thugc: 39x95 mm

A 10 mg Cetirizine STADA 10 m

10 mg Cetirizine dihydrochloride 10 mg

g Cetirizine STADA 1

Cetirizin dihydroclorid 10 m

— e
tCTY TNHH LD STADA-VIET NAM STADA STADA-VN .V, Co., Ltd., Binh Duong Branch 248

STADA 10 mg Cetirizine STADA 10 mg Cetirizine $%2

wydroclorid 10 mg

. g
Chi nhdnh CTY TNHH LD STADA-VIET NAM STADA

izine STADA 10 mg C

‘etirizin dihydroclorid 10 mg

Mau hop: Cetirizine STADA 10 mg
Kich thuéc: 42x105x27 mm
T 1é: 100%

Cetirizine dihydrochloride 10 mg

Cetirizin dibv  oc
s

STADA-VN V. Co., Ld., Binh Duong B it

10 mg Cetirizit

0 mg Cetiriz

HOp 5 vi x 10 vién nén bao phim

Cetirizine STADA 10 mg

Cetirizin dihydroclorid 10 mg

MNha sin xuat:

Chi nhanh cong ty TNHH LD STADA-VIET NAM
Sa 40, Dai 16 Ty Do, KCN Vigt N.-)m-.‘umga[kmt

Thi x& Thuan An, Tinh Binh BDuang, Vigl Nam

Cetirizine STADA 10 mg

LIXGOLXZ

SDK - Reg. No.:

DIPAYIP WiZnay

8w 01 vavis suizunay

Cetirizine dihydrochloride 10 mg

duwi g pr

Manufactured by

STADA-VN J.V. Co., Ltd., Binh Duong Branch

No. 40, Tu Do Avenue, Vl?lllar'\\—\mgqmrt- Industrial Park,
Thuan An, Binh Duong Province, Vietnam
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Cetirizine STADA 10 mg
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Barcode

5 blisters x 10 film-coated tablets

Cetirizine STADA 10 m!
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STADA 3

o

Thanh phin: Mbi vién né phim cha:

Cetirizin dihydroclorid - 10mg
Ta ditge vira oo ... S VT

Chi dinh, Cich ding, Chéng chi dinh va cic
théng tin khic:

Xin doc trong (& udng ddn si dyng.

Bdo qudn: Trong bao bi kin, noi khe,

Nhigt do khong qua 10°%

DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DYNG TRUGC
KHI DUNG

Cetirizine dihydrochl oy
Excipients q.s ....... e -..1 tablet
Indications, Administration, Contraindications
and other precautions:

kage insert inside.

I-closed container, in a dry place

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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- Exp. date:
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Hp 1 chai x 200 vién nén bao phim

THUOC DUNG CHO BENH VIEN

Cetirizine STADA
10 mg

Cetirizin dihydroclorid 10 mg

TN
STADA

KT. TONG GIAM POC

A2

Ds. Nguyén Ngoc Li€u

G GIAM DOC ¢

Kich thudc: 36x120 mm

Thanh phin: Mdi vien nén bao phim chia:
Cetirizin dihydroclorid 10 mg
Ta e vira i 1 vién

Chi dinh, Cich dilng, Chdng chi dinh vi cic
thang tin khics

Xin doc trong 1 hwdng din s dung

Bio quin: Trong bao bi kin, nai kho
Nhigr d khdng qud 30°C

DE XA TAM TAY TRE EM

DOC K¥ HUGNG DAN SU DUNG TRUGC

Thanh phdn: Mai vién nén bao phim chia:
Cetirizin dihydroclorid. el Omg
T4 duge vira d ........... .1 vién
Chi djnh, Cach dang, Chéng chi djnh va cic
théng tin khdc:

Xin doc trong td hudng dan sit dung.

Bdo qudn: Trong bao bi kin, ndi khé.

Nhiét do khéng qud 30°C.

DE XA TAM TAY TRE EM

PQC KV HUGNG DAN SU DUNG TRUGC
KHI DUNG

SBK - Reg. No.:

5616 5X - Batch No. / NSX - Mig. date / HD - Exp. date:

Nba sdn xudt:
Chi nhinh cong ty TNHH LD STADA-VIET NAM
5 40, Dai 1§ Tif Do, KCN Viét Nam-Singapore,
Thi xd Thuan An, Tinh Binh Duong, Viét Nam

48x72x48

Cetirizine STADA
10 mg

Cetirizin dihydroclorid 10 mg

Chai 200 vién nén bao phim /
200 film - coated tablets

T
STADA

Mau hop:
Cetirizine STADA 10 mg

Kich thudc: 48x72x48 mm

Ti lé: 100%

ox of 1 bottle x 200 film-coated tablets
FOR HOSPITAL ONLY

Cetirizine STADA
10 mg

Cetirizine dihydrochloride 10 mg

STADA

Composition: Each film-coated tablet contains:
Cetirizine dihydrochloride...........
EXCIpIents ¢.8 ........... s
Indications, Administration, Contr.
and ather precautions:

Read the package insert inside
Stare i a well-closed container, in a dry place.
Do not store above 30°C.

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE

54 10 SX - Batch No. /HD - Exp. date:

L1808 184

Composition: Each film-coated tablet contains:
Cetirizine dihydrochloride
Excipients q.5 ... ...1tablet
Indications, Administration, Contraindications
and other precautions:

Read the package insert inside.

Store in a well-closed container, in a dry place.
Do not store above 30°C.

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE

Barcode

Manulactured by:
STADA-VN ).V. Co., Ltd., Binh Duong Branch
No. 40, Tu Do Avenue, Vietnam-Singapore Industrial Parky
Thuan An, Binh Duong Province, Vietnam v

PL191216
PLIBOB16




BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc

$6: 35 3 /QLD-DK Ha Noi, ngay 20 thang b ndm 2019
V/v thay d6i mau nhan

Kinh gtri: Cong ty lién doanh TNHH Stada Viét Nam
Dia chi: K63/1 Nguyén Thi Séc, dp My Hoa 2, xd Xudn Théi Dong,
huyén Hoc Mon, HCM.

Ngay 03/12/2018, Cuc Quan ly Dugc nhan duoc don dang ky thay doi dé
ngay 26/11/2018 va céc tai liu ¢ lién quan cua cong ty (s6 tiép nhan
4925/TDTN) vé viéc thay d6i miu nhan ddi voi thudc san xudt trong nudc da
dugc cap s6 dang ky luu hanh.

Cin cr Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cua Bo truéng Bo
Y té quy dinh viéc ding ky thuéc Théng tu sé 01/2018/TT-BYT ngay
18/01/2018 cua B6 truéng B Y té quy dinh ghi nhan thudc, nguyén liéu lam
thubc va to huéng dan sir dung thudc;

Cin cir Bién ban tham dinh hd so thay d6i/bd sung ctia cong ty, Cuc Quan
ly Dugc ¢6 y kién nhu sau:

Pong y dé cong ty duoc thay d6i mau nhan dbi véi thude Cetirizine Stada
10 mg, s6 ding ky:VD-30834-18.

Mau nhan thay ddi dugc déng ddu xac nhan ctia Cuc Quan ly Dugc kém
theo Cong van nay.

Ngoai ndi dung dugc thay doi trén, tat ca cac ndi dung khéc gitr nguyén
nhu hd so diang ky thude Iuu tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chat lugng doi
v6i thude Iuu hanh trén thi truong va c6 trach nhiém thong bdo su thay d6i nay
dén cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cbng van nay, cong ty khong duoc san Xudt
thudc trén véi cac ndi dung cii da dé nghi thay doi.

Cuc Quan 1y Dugc théng bao dé cong ty biét va thuc hién ding cac quy
dinh cta Viét Nam vé luu hanh thudc./.

Noi nhn: KT. CUC TRUONG

- Nhu trén; , B
- CT.Vii Tudn Cudng (dé b/c); PHO.CUC TRUONG

- Luu: VT, DK (Chi).
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Cetirizine
STADA 10 mg

Co s&r san xudt

Chi nhanh Céng ty TNHH LD STADA - Viét Nam
SG 40 dai 16 Tu Do, KCN Viét Nam - Singapore,

P. An Phi, Tx. Thuén An, T. Binh Duong, Viét Nam

ddd

Cetirizine
STADA 10 mg

Manutactured by:
STADA - VN J.V. Co., Ltd., Binh Duong Branch

40 Tu Do Avenue, Vietnam - Singapore Industrial Park
An Phu Ward, Thuan An, Binh Duong, Vietnam
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C t iri !
STADA 10 mg |
Cetirizine dihydrochloride HOp 1 vi x
10 mg 10 vién nén bao phim s a
2 8§ 5
s 33
| S 5 g
8 2 4
x
w
” 3 B
o U O
w Z2 I
i ——
Thanh phan: M3i vién nén bao phim chira: Tiéu chudn ap dung
Cetirizine dihydrochioride..................10 mg TCCS
Té duoc vira di 1vién
Chi dinh, Cach dung, Chéng chi dinh va DE XA TAM TAY TRE EM
céc théng tin khéc: POC KY HUONG DAN SUr
Xem trong t& hurémg dén str dung thuGc DUNG TRU'OC KHI DUNG
kem theo.
Béo quan: Trong bao bi kin, noi khd.
Nhiét d khdng qua 30°C. SDK-Reg. No.: VD-30834-18 -
5
//
— /
C t iri i
Cetirizine dihydrochloride Box of 1 blister x
10 mg | 10 film-coated tablets
Composition: Specification: In-house = -
Each film-coated tablet contains: KEEP OUT OF REACH |
Cetirizine dihydrochloride......... 10 mg OF CHILDREN |
Excipients g.s ....1 tablet READ THE PACKAGE INSERT |
Indications, Administration, CAREFULLY BEFORE USE |
C and other pi " ‘
Read the package insert inside. Store in a
well-closed container, in a dry place. |
Do not store above 30°C 9361061320600 |
|
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Mau Hop: Cetirizine STADA 10 mg

Cetirizine
STADA 10 mg

Co s&r san xudt:

Chi nhénh Céng ty TNHH LD STADA - Viét Nam
SG 40 dai 16 Tu Do, KCN Viét Nam - Singapore,
P. An Pha, Tx. Thuan An, T. Binh Duong, Viét Nam

Cetirizine
STADA 10 mg

Manufactured by

STADA - VN J.V. Co., Ltd., Binh Duong Branch
40 Tu Do Avenue, Vietnam - Singapore Industrial Park,
An Phu Ward, Thuan An, Binh Duong, Vietnam

Cetirizine
STADA 10 mg

Cetirizine dihydrochloride
10 mg

&

f HOp 5 vi x
| 10 vién nén bao phim

S6 16 SX - Batch No.

Mfg. date

NSX

Exp. date

HD

Thanh phan: MSi vién nén bao phim chira:

Cetirizine dihydrochioride. 10mg
Ta duoc wira du - ~.1vién
Chi dinh, Cach dung, Chéng chi dinh va
céc thdng tin khéc:

Xem trong t&r hurémg dén sir dung thudc
kém theo.

Béo quan: Trong bao bi kin, noi khd.
Nhiét d6 khéng qua 30°C

Tiéu chuéin &p dung
TCCS

DE XA TAM TAY TRE EM

POC KY HUONG DAN SU
DUNG TRUGCT KHI DUNG

SDK-Reg. No.: VD-30834-18

Cetirizine

STADA 10 mg

Cetirizine dihydrochloride
10 mg

E

! Box of 5 blisters x

| 10 film-coated tablets

Composition:
Each film-coated tablet contains:

Cetirizine dihydrochloride...................10 mg
Excipients g.s. .1 tablet

Indications, Administration,
c and other pr

Read the package insert inside. Store in a
well-closed container, in a dry place
Do not store above 30°C

Specification: In-house
KEEP OUT OF REACH

OF CHILDREN

READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

IR i

9361061320600

8

b

CONG TY
_TNHH
LIEN DOANH




MAu vi: Cetirizine STADA 10 mg

ne STADA 10 mg Cetmzme STADA 10 mg Cetn

rine dihydrochloride 10 mg Cetirizine dihydrochloride 10 mg
Y TNHH LD STADA - Viét Nam | STADA - VN J.V. Co., Ltd., Binh Duong Branch | Chi E n

Ed
etirizine STADA 10 mg Cetirizine STADA10 m
Cetirizine dihydrochloride 10 mg Cetirizine dihydrochloride 10 mg
ADA - VN J.V. Co., Ltd., Binh Duong Branch | Chi nhanh CTY TNHH LD STADA - Viét Nam %

g Cetirizine STADA 10 mg Cetirizine STADA _(

Cetirizine dihydrochloride 10 mg Cetirizine dihydrochloride 10 mg
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Ma&u nhan chai: Cetirizine STADA 10 mg

Chi nhanh Cong ty TNHH LD STADA - Viét Nam

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG
TRUOC KHI DUNG

Thanh phan: M3i vién nén bao phim chira:
Cetirizine dihydrochloride....... ——
RE YT Lo v — 1 vién
Chi dinh, Céch dung, Chéng chi dinh va cac
théng tin khac:

Xem trong t& huéng déan sir dung thudc kém theo.
Bao quan: Trong bao bi kin, noi khd.

Nhiét d6 khong qua 30°C.

Tiéu chudn ap dung: TCCS.

N

Cetirizine

STADA 10 mg

| 200

vién nén bao phim
| film-coated tablets

Cetirizine
dihydrochloride
10 mg

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

Cetirizine dihydrochioride....... .10 mg

‘ Composition: Each film-coated tablet contains:
... 1 tablet

Excipients g.s. S

3 , C
and other precautions
Read the package insert inside.
Store in a well-closed container, in a dry place.
! Do not store above 30°C.
Specification: In-house.
SG 16 SX - Batch No. / HD - Exp. date:

TONG GIAM DOC
GIAM p6C

C@NG TY
_TNHH
LIEN DOANH
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Cetirizine STADA 10 mg

Tén thubc
Cetirizine STADA 10 mg
Caéc dau higu lwu y va khuyén céo khi ding thude
Dé xa thm tay tré em
Boc ky huéng dan sir dung trede khi ding
Thanh phéan céng thirc thude
Thanh phén hoat chét:
Cetirizine dihydrochloride.................cocoooevii 10 mg
Thanh phén ta duoc:
Lactose monohydrat, tinh bot ngd, povidon K30, talc,
magnesi stearat, hypromellose 6 cps, macrogol 6000, titan
dioxyd.
. Dang bao ché

Vién nén bao phim.
Vién nén dang caplet, bao phim mau tréng, mét mat khic
chir "STADA", mét mat tron.
Chi djnh
Cetirizine STADA 10 mg dwoc chi dinh & nguwei Ién va tré
em tir 12 tudi tré lén:
Lam giam cdc triéu chirng & mii va mét cla viém mai dj
rng theo mla va quanh nam.
Lam giam céc triéu chirng clia may day vé cin man tinh.
Cach dung, lidu ding
Cach ding
Cetirizine STADA 10 mg dugc ding dwong udng. Thic
an co thé 1am gidm ndng dé dinh trong méu va kéo dai thei
gian dat néng d¢ dinh, nhwng khéng anh hwéng dén murc
h&p thu thuéc, cho nén c6 thé udng ciing hosic ngoai bira
an.
Liéu ding
Nguwoi lon va tré em tr 12 tudi trér 1&n: 10 mg x 1 1an/ ngay.
Bénh nhan suy than nhe (6 thanh thai creatinin tir 50 — 79
ml/ phat): 10 mg x 1 1&n/ ngay.
Cetirizine STADA 10 mg khéng c6 khdc vach dé chia
liéu nén khéng phir hop cho:
Tré em dwéi 12 tudi.
Bénh nhan bj suy gan.
Bénh nhéan suy than vira va nang (do thanh thai creatinin
dwdi 50 ml/ phat).
Chéng chi dinh
Qua man v6i cefirizine, voi bét ky ta dwoc nao clia thuée,
voi hydroxyzin hodc bt ky cac din xudt nao coa
piperazine.
Bénh nhan suy than ning cé do thanh thai creatinin dudi
10 mi/phut.
Canh bao va than trong khi ding thuée
Khéng co trong tac y nghia lam sang nao vai reou (déi véi
ndng dd trong mau 0,5 g/l) duge chirng minh & ligu didu tri.
Tuy nhién, nén than trong khi dung thubc ddng thoi voi
ruQu.
Bénh nhan c6 cac yéu té bi tiéu bAdm sinh (vi du nhw tn
thuwong tdy séng, téng san tuyén tidn liét) vi cetirizine c6 thé
lam tang nguy co bi tiéu.
Than trong & bénh nhan déng kinh va bénh nhan co nguy
co co giat.
Can thue hién xét nghiém di (ng da trudc khi ding thudc
do xet nghigm nay bj trc ché bédi thube khang histamine va
thoi gian riva giai (3 ngay).
Cetirizine STADA 10 mg cé ta dwgc chiva lactose. Bénh
nhan mac cac réi loan di truyén hiém gap vé dung nap
galactose, chitng thiéu hut lactase Lapp hoac réi loan hap
thu glucose-galactose khéng nén ding thudc nay.

9. St dyng thudc cho phy ni¥ ¢é thai va cho con b
Phy ni¥ ¢6 thai
Nghién clru trén chugt cho thay khong co s anh huéng cé
hai tric tiép hay gian tiép dén thai ki, sy phat trién cla
phéi, thai nhi trong khi sinh hodc sau khi sinh. Can than
trong khi ké toa cho phu n» mang thai.
Phu ni¥ cho con bu
Cetirizine qua dwoc sra me v&i ndng dd bing 25% dén
90% ndng dé do duoc trong huyét trong, tuy thudc thoi
gian Iy mau sau khi udng thudc. Vi thé cin than trong khi
st dyng cetirizine trén phy ni cho con b,
Kha ndng sinh san
Rat it di¥ liéu nghién ctru trén kha néng sinh san & ngui,
tinh an toan chwa duoc thidt 1ap.

10. Anh hwéng cia thude 18n kha nang lai xe, vén hanh
may méc
Vi lidu khuyén cao 10 mg, khéng cé bét cir bidu hién 1am
sang ¢6 lién quan v&i kha nang lai xe va van hanh may
méc. Tuy nhién, bénh nhan thay budn ngt nén han ché I4i
xe, tham gia vao cac hoat dong nguy hiém hay van hanh
may méc. Bénh nhan khong nén dung qua lidu khuyén cao
va nén theo déi dap tng cla ho déi véi thude.

11. Twong tac, twong ky cia thude
Twong tac cha thude

~ Tranh két hop véi cac thude tre ché than kinh trung wong
nhw thube an than, reou.

— Do thanh thai cetirizine gidm nhe khi ubng cing 400
theophyline.
Twong ky, chia thude
Do khéng c6 cac nghién ciru vé tinh twong ky cla th
khéng tron Ian thubc nay véi cac thube khac.

12. Téc dung khéng mong muén cia thuéc

R&t thuorng gap (ADR = 1/10), thuong gap (1/100 < ADR
1/10), it g&p (1/1000 < ADR < 1/100), hiém gép (1/10.000 <
ADR < 1/1000), rat hiém gap (ADR < 1/10.000), chva ré tan
suét (khong thé woc tinh tr cac dir lidu cé san).

It gdp

Tam thén: Kich déng.

Thén kinh: Dj cam.

Tiéu héa : Tiéu chay.

Da va mé dudi da: Ngira, phat ban.

Toan than (chung): Suy nhuwoc, mét mai.

Hiém gip

Mién djch: Qua man.

Tém than: Gay hén, 10 I&n, trdm cam, o gidc, mét ngu.
Thén kinh: Co giat, réi loan van dong.

Tim: Nhip tim nhanh.

Gan: Chirc ndng gan bat thuong (ting transaminase,
phosphat kiém, y-GT va bilirubin).

Da va mb dwéi da: May day.

Toan than (chung): Phu né.

Nghién ciru lién quan: Tang can.

Rat hiém gdp

Méu va bach huyét: Giam tiéu ciu.

Mién dich: Séc phan vé.

Tam than: Van dong hay phat am khéng chd y.

Thén kinh: R6i loan vj giac, ngét, run, loan trvong lye co,
rdi loan van déng.

Mét: Réi loan didu tiét, nhin me, van nhan.

Da va mé duwéi da: Phu mach, phat ban da cé dinh do
thuébc.

Thén va tiét nigu: Kho tidu, dai dam.

Chwa ré tan suit

Chuyén héa va dinh dudng: Tang thém an.

Tam thén: C6 y dinh tu ter.

Hé than kinh: Mat tri nhé, suy gidm tri nhé.

Tai va tai trong: Chéng mit,

Gan: Viém gan.

Thén va tiét nigu: Bi tiéu.
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13.

14.

Qua liéu va cach xur tri

Triéu chirng

Cac trigu chirng ghi nhan dwoc sau khi diing qué lidu
cefirizine chi yéu la lién quan @én cac tac dung trén hé
than kinh trung wong hay céc tac dung khang cholinergic.
Téac dung khong mong muén duwec ghi nhan sau khi st
dung mét lwong it gép 5 1an lidu khuyén cdo hang ngay: LU
Ian, tiéu chay, chéng mat, mét méi, nhirc dau, khé chiu,
gian dbng t&, ngira, bén chédn, budn ngl, mo mang, sing
s&, tim dap nhanh, run ray va bi tidu.

X tri

Chua cé thude gidi doc dac hiéu cho cetirizine.

Néu qua lidu xay ra, bénh nhan can didu trj triéu ching va
diéu tri hd trg. Néu méi ubng thube trong khodng thei gian
ngdn thi c6 thé can nhéc bign phap riva da day.

Khéng hiéu qua trong viéc loai cetirizine ra khoi co thé
bang phwong phap tham tach mau.

Péc tinh dwgc lyc hoc

Nhém duoc ly: Nhém khang histamin ding dudng toan
than, dan xuét piperazin.

Mé& ATC: ROBA EO7.

Co ché tiéc dung: Cetirizine, mot chét chuyén hoéa cia
hydroxyzin & nguwoi, 1a mét chét ddi khang manh va chon
loc trén cac thu thé Hy ngoai vi. Trong cac nghién clru in
vitro v& kha nang gén két v&i thy thé cho thy thuéc khang
6 &i lwe déang kg v&i thu thé nao khac ngoai thy thé Hy.
Tdc dung dwoc lwe: Ngoai tac dung khang thu thé Hy,
cetirizine con thé hién tac dung khang dij ¢ng: V&i lidu 10
mg x 1 1an hodc 2 Ian m&i ngay, thubc (e ché sy két tap
cac bach clu &i toan & giai doan mudn, dic bidt 13, & da va
két mac cla cac déi twong di ng cb tiép xic véi di
nguyén.

Hiéu qué va an toan Idm sang: Cac nghién clru & nguoi
tinh nguyén khdée manh cho thay cetirizine & lidu 5 va 10
mg lam gidm dang ké may day va cac phan (ng ban dé
gay ra b&i ndng db rat cao cla histamin trén da, nhwng si
tong quan gitra hiéu qud va tinh an toan chwa duoc thiét
lap.

O lidu khuyén céo, cetirizine cho thay tac dung cai thién
chat lvgng cudc sdng ctia bénh nhan viém mii di ¢ng theo
mua hodc quanh nam.

17.2. Han ding
17.3. Tiéu chuén chét lwgng

18. Tén, dia chi cta co’ sé san xuat thude

Bénh nhi: Trong mét nghién clru kéo dai 35 ngay & tré em
tlr 5 dén 12 tudi, khéng thay co si dung nap déi voi tac
dung khang histamin (ngdn ch&n may day va phan rng ban
dd) cla cetirizine. Sau dung liéu I3p lai cetirizine, khi ngung
didu tri, da phuc héi lai phan {rng binh thuéng vei histamin
trong vong 3 ngay.

15. Bdc tinh dwgre ddng hoc

Hép thu: Néng @ dinh trong huyét tiong & trang thai n
dinh khoang 300 ng/ml va dat duoc trong vong 1,0 £ 0,5
gio. Sy phan bé cla cac théng sé dwoc ddng hoc nhu
ndng d6 dinh trong huyét twong (Cmax) va dién tich dudi
dudng cong (AUC), giong nhau & ngwi tinh nguyén. Mde
d% hdp thu ca cetirizine khéng bj giam béi thirc &n mac du
tdc dé hép thu co giam.

Phan bé: Thé tich phan bd biéu kién Ia 0,50 Ikg. Dé gén
két cefirizine voi protein huyét twong I3 93 + 0,3%.
Cetirizine khéng thay ddi sw gan két protein cta warfarin.
Bién déi sinh hoc: Cetirizine trai qua chuy&n hoa Ian diu
khéng dang ké.

Théi trie: Thoi gian ban thai cudi cung cla thuéc khoang
10 gi& va khéng théy co tich Ity cetirizine sau khi diing liéu
hang ngay la 10 mg trong 10 ngay. Khoang 2/3 lidu duoc
bai tiét khéng déi trong nwde tidu.

Biéu chinh liéu cho nhirng bénh nhan bj suy gan déng thoi
bi suy than.

16. Quy cach dong goi

Vi 10 vién. Hop 1 vi.
Vi 10 vién. Hop 5 vi.
Chai 200 vién. Hop 1 chai

17. Diéu kién bao quan, han ding, tiéu chudn chét lwgng

cua thudc

17.1. Biéu kién bao quan

Trong bao bi kin, noi khé, Nhiét dé khéng qua 30°C.
36 thang ké t ngay san xuét.

Tiéu chuén co s&.

Nha san xuét:

e Chi nhanh céng ty TNHH LD STADA-VIET N?my

56 40, Dai Id Ty Do, KCN Viét Nam-Singapore,—
Thi xa Thuén An, Tinh Binh Duong, Viét Nam
DT. (+84.274) 3767470-3767471 - Fax: (+84.274) 3767469
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