Jn x o MY |

MAU NHAN DU KIEN My

Nhan hop
(| s BOY TE F
;E E > K thusc bén theo don UC QUAN LY DUGC :
o 5 ® A B D VR
© |m | ALLERGEX PAPHE DUVET

| Acrivastin_ 8 mg_ Lan dduz.10./.6..... 4]

Bw g

- XADUITIV

w’

HOP 5 Vi x 10 VIEN
\ NANG CUNG
THANH PHAN:
. M&i vién nang chua: Bé xa tim tay tré em.
Nhan vi ACHVASHN ..o 8mg | Doc ky hudng dén sif dung trudc
\ Ta dugc via dd......motvien | khi dung.
T A :
1BsX:  HD: Chidinh, cach dung, liéu dung,
ALLERGEX ALLERGEX® chéing chi dinh va céc thong tin SR
khéc: Xin doc trong t6 hudng cONGTvch PHAN DUGC PHAM OPV
—— m— dan st dung. S6 27, Budng 3A,
o WHO-GMP wuo-(l;gv = Khu Cong Nghiép Bién Hoa Il
° ® B&o quan & nhiét dd dudi 30°C, Phuéng An Binh,
ALLERGEX ALLERGEX noi khd rao, tranh anh sang. Tp. Bién Hoa, Tinh Béng Nai.
[Acivesine 5 mo RN Acrvestin 5 g ‘
bl i op— $3INSAVO NILY13D 5
- . (# ) QHVH 01 X SH31SI18 § 40 X089 y:
ALLERGEX ALLERGEX N
[Acrvestine s mo SN Acrvsstin 6 mo
PHARMACEUTICAL
WHO-GMP WHO-GMP
® ®
ALLERGEX™ ALLERGEX
scrvasine 5 o QRN Acrvasin 5 mo
OPV PHARMACEUTICAL Bw g aunseAldy
WHO-GMP WHO-GMP $ g
® ® - 3_;
ALLERGEX® ALLERGEX XADOHIATIY | i
[acivestine s mo [N Acrvastin 5 mo] ® 3%
WHO-GMP C\l- WHO-GMP ; g a
Z T
\_/ ) Ajuo uopduosaig )8

“80uIA01d 1BN Buog ‘A BoH ualg by wouy

‘prem yuig uy 100104d ‘9or|d Aip B Ul ‘D,00E

‘auoz [euisnpuj || BOH usig mo|aqgainjesadwalje 8101
‘19anS VE ‘L2 ON

‘00 M001S ‘UBasul ay] 995 luoewIoUl JaYylo

ANIOP TVOILNIOVINHVHd AdO pue suoiedipulesuod ‘ebesop

dIND-OHM ‘uoijelisiuiwpe ‘suoijeolpuj

-asn ajojoq pasu| | 2Insdeo suos'b sjueidiox3

Butg g SURSEALOY
paoou;u:; aq:' A;:"W“ :::H :sureuod s|nsdes yoe3
UR1pIIYd JO yoeal Jo Ino daa) :NOILISOdINOD

Tp.HCM, Ngay &~ thang /M4 nim LG
Phu trach Nghlén Cdu & Phit trlen’ﬂ

) U: JU

‘/'/;;QV‘; i /~4 - /‘:\\
15 =27\
3 /(7# V) ﬁ
, ’,/ / ) < /
%] @ML\Q{‘



. ALLERGEX®

) )\ Acrivastin

Thuét ban thea mm L )
Dexatémtayméem /i
Doc ki hudng dén siruung trudc khi diing

Thdng bao ngay cho bac sy hodc dugc sy nhitng tac dung khéng mong mudn gap phai khi sit
dung thudc

1. THANH PHAN CONG THUC THUOC: M5i vien nang ciing chua:
Hoat chat: Acrivastin.............coeoeevn..... 8 mg

T4 dugc: Lactose dap thdng, natri starch glycolat, magnesi stearat.
2. DANG BAO CHE: Vién nang ciing

3. QUY CACH DBONG GO!:
Hop 5 vi x 10 vién nang cling.

4. DUGC LUC HOC
Nhém dugc Iy: Thude khang histamin khac dung toan than.
Ma ATC: RO6AX18
Acrivastin ¢d tdc dung lam giam triéu ching trong nhitng bénh Iy phu thudc hoan toan hodc
mdt phdn vao viéc phong thich  at histamin. Acrivastin 13 mot chdt ddi khdng manh véi
histamin nhung khong gdy tdc dong khéng cholinergic va khd nidng xuyén thdm vao hé thin
kinh trung uong thép.
Sau mot liéu udng duy nh4t 8 mg acrivastin & ngudi 16n, thdi gian bit ddu tdc dung cla thudc
dudc xac dinh bdi kha ndng ngadn chadn sy xudt hién may day va phan (ng ban do trén da gy
ra boi histamin 1a 15 phat. Tac dung t0i da xuat hién 2 gid, va mac du tac dung gidm tir tr vé
sau, tinh khang histamin dang k& vin duy tri dén 8 gid sau liéu udng. O nhiing bénh nhan,

cac triéu chiing clia viém mii di (ing gidm rd rang trong vong 1 gid sau khi dung thudc duang %

toan than.

5. DUGC BONG HOC
Acrivastin dugc hadp thu tot qua dudng rudt. G nhitng ngudi tinh nguyén trudng thanh khé&

manh, ndng do dinh trong huyét tuong (Cmax) khodng 150 ng/ml, dat dugc trong khodng 15~
0i0 (Tmax) Sau khi dung 8 mg acrivastin. Thoi gian ban théi trong huyét tuong khodng 1,5 gid.
Trong céc nghién clu dung nhiéu liéu hon 6 ngay, khong ghi nhan dugc c6 sy tich tu cla
acrivastin. Bai ti€t qua than la con dudng chil yéu clia thai trir acrivastin.

6. CHi DINH
- Lam gi&m triéu chiing clia viém mii di Gng, bao gdm s6t co kho.
- May day vd cdn man tinh. v/

7. CACH DUNG, LIEU DUNG
Céch ding: Thudc dung dudng ubng, c6 thé udng thudc truéc hodc sau biia &n.
Liéu ding:
Nguoi Ién va tré em 12 — 65 tudi: Mot vién 8 mg x 3 lan/ngay.
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Nguoi cao tudi (trén 65 tudi): Chua co céc nghién ciu ddc biét nao dugc thyc hién & ngudi
cao tudi. Khong nén ding ALLERGEX cho ngudi cao tudi.

8. CHONG CHi PINH
- Qua man Vi acrivastin hoc triprolidin hodc véi bt ¢l t4 dugc nao clia thudc.
- Bénh nhén suy than ndng
- Tré em dudi 12 tudi

9. LUU Y VA THAN TRONG

- Nén dung than trong & bénh nhén tdng nhan ap goc dong, bi tiéu, phi dai tuyén tién ligt,
tdc ngh&n modn vi ta trang, dong kinh, suy gan va nqudi cao tudi (trén 65 tudi).

- Than trong khi dung thudc cho bénh nhan dang dung thuSc Gc ché thdn kinh trung uong
hodc rugu.

Thubc nay cé chita lactose. Bénh nhan co vdn dé vé di truyén hi€m gip khong dung nap

galactose, thi€u hut lactase Lapp hodc kém h&p thu glucose-galactose khong nén dung thudc

nay.

Phu nif c6 thai va cho con bii:

Chua c6 thong tin vé cac tac dong cla viéc dung ALLERGEX trong khi mang thai hoic cho

con bd cla con ngudi. Acrivastin, giéng nhu hau hét céc loai thudc, khdng nén sit dung trong

khi mang thai hodc cho con b trif khi Igi ich tiém nadng cla viéc diéu tri cho ngudi me I6n hon

nguy co c6 thé xay ra cho thai nhi/tré ba me.

Sl dung acrivastin toan than khong gdy ra céc tac dong I&én phdi thai hay sinh quai thai va

khong lam suy giam kha ndng sinh san trong cac nghién cliu sinh san & dong vat.

Chua c6 thong tin v& ndng dd acrivastin c6 thé hién dién trong sifa me sau khi dung

ALLERGEX. =

Anh hudng ciia thude dai vdi cdng viée: Acrivastin ¢o thé gdy chong mit va bubn ngd. Tuy

nhién, do c6 su khac biét vé dap Gng v6i thudc & mdi cd nhan, nén than trong d6i véi cac

bénh nhan tham gia vao cac hoat dong doi hdi su tinh tdo nhu lai xe hay vdn hanh méay méc, ‘

ngudi 1am viéc trén cao va céac trudng hop khac, cho dén khi bénh nhan da quen v6i phdn (ng -

clia co thé déi véi thudc.

10. TUONG TAC THUGC
- Khéng dung dong thdi acrivastin véi rugu hodc cac thudc dc ché than kinh trung udng Y
- Chua c6 di lieu chiing minh su tuong tac gitia acrivastin va ketoconazol, erythromycin hodc o

nudc ép budi. Tuy nhién, cdn than trong do dd co sy tuong tac gilta cdc thudc nay va thudc
khang histamin khong gy ngli khac. -

11. TAC DUNG KHONG MONG MUON

- R4t thuong gdp (ADR > 1/10)
R&i loan hé than kinh: Budn ngl

- Thuong gap (1/100 < ADR < 1/10) m/
R6i loan hé tiéu hoa: Khd miéng A

- Chua biét (khéng thé dugc udc tinh tr dif ligu sdn cd)
R6i loan hé mién dich: Qué min cadm (bao gdm kho thd va sung mat)
R6i loan hé than kinh: Chong mat
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ROi loan da va mo du6i da: Phat ban
12. QUA LIEU VA CACH XU TRI
Chua c6 kinh nghiém cla qua liéu v6i acrivastin. Diéu tri hd trg thich hgp, bao gém rlia da
day nén dugc bat ddu néu co chi dinh.
13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khdng diung qua liéu chi dinh.
14. DIEU KIEN BAO QUAN: O nhiét do duti 30°C, nai khd rdo, tranh 4nh sang.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xudt. Khong dung thudc khi qud han ding.
16. TEN, DIA CHI, BIEU TUGNG CUA cO SG SAN XUAT:

()

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
S§ 27, Dudng 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh, Tp. Bién Hoa, Tinh Bdng Nai.

DT: (061) 3992999  Fax: (061) 3835088

17. NGAY XEM XET SUA 61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC
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