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HUONG DAN SU DUNG THUOC
ALZYLTEX 1,25%

Dé xa tam tay tré em,
Doc ki hwedng din sir dung tricée khi dimmg.

1. THANH PHAN CONG THUC THUOC:
% Mbi 0,4 g thudc bt udng chira:
Thanh phin hoat chit; Cetirizin dihydroclorid...........ccovormrevrorersreeeesnenn. 5 mg
Thénh phén ta dugc: Sorbitol, natri clorid, acid malic, sucralose, bt mii chudi, sucrose.
< Mdi 0,8 g thude bjt ubng chika:
Thénh phén hoat chét: Cetirizin dihydroclorid...........ooweeeeemeeriereesenneens 10 mg
Thanh phin t4 duge: Sorbitol, natri clorid, acid malic, sucralose, bat mii chuéi, sucrose.
2. DANG BAO CHI: Thudc bt ubng. Bét thudc khé toi mau tring dén tring nga, mii thom, vi
ngot.
3. CHI PINH: Ding cho ngudi 1ém vé tré em trén 2 tudi diéu tri cdc triéu chimg;
- Viém mili di tmg dai ding
- Viém miii di {mg theo mia.
- May day v0 cdn man tinh.
4. CACH DUNG, LIEU DUNG:
Nguri lim:

. Liéu thong thudng cho ngudl 16m 1a 10 mg cetirizin dihydroclorid (1 goi 0,8 g hoac 2 gai 0.4 g)
x 1 lan/ngay. Hoa tan bdt thude véi nude, uéng tnrée khi di ngi.

. Liéu lirgmg c6 thé didu chinh phtt hop tiy theo dé tudi va tridu chimg, liéu tdi da 1d 20 mg
cetirizin dihydroclorid (2 g6i 0,8 g hodic 4 g6i 0,4 g) mdi ngay.
Tré em:

- Tré em tir 2 dén 7 tudi:
Liéu thong thudng 14 2,5 mg cetirizin dihydroclorid (nén ding dang béo ché khac phi hgp hon)
x 2 lan/ngéy sau bira séng va rede khi di ned, ding ngay sau khi pha

- Tré em tix 7 tudi dén 15 wéi:
Liéu thong thuomg la 5 mg cetirizin dihydroclorid (1 gol 04 g)x 2 lan/ngéy sau bira sédng va
tnrdre khi di ng.
Bénh nhiin suy thin:

- O bénh nhan réi loan chire ning thén, thdi gian ban hiy cua thubc ting 1&n din dén ndng do
trong méu ting Ién, do dé cén diéu chinh liéu lugng theo do thanh thai creatinin nhir bang dudi
day:
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Céch dimg va liéu lugng khuyén céo theo chiic ning thén ciia ngudi 1ém

P thanh thii creatinin (mL/phit)

=80

s0-79

30-49

10-29

Liéu

khu}'én cio

10 mg (1 goi 0,8 g
hodc 2 goi 0,4 g) x
1 nga’t}rflén

10 mg (1 goi 0,8 g
hodic 2 géi 0,4 g) x
1 ngay/lan

Smg (1 goi 0,4 g)
x 1 ngay/lin

Smg (1 g6i 0,4 g)
x2 ngé}'e’lﬁn

D6i v&i bénh nhi bi suy giam chirc nang thén, liéu dung dugc diéu chinh riéng cho timg bénh
nhén tiy theo d§ thanh thi thin va trong luong co thé cia timg bénh nhan.

Bénh nhén suy gan:
O nhimg bénh nhén bi suy gan nang, thin trong khi ding thude, nén bat diu vdi liéu thdp hon

(vi du: mdt nira lidu thong thuong).

Bénh nhén cao tubi:

0 ngudi cao tubi, nén bat ddu ding véi lidu thap hon (vi du: 5 mg).
5. CHONG CHI PINH:

- C6 tién sir min cdm véi cac thanh phan cla thudc hodc cic din xuit piperazin (bao gom

levocetirizin va hydroxyzin)

- Bénh nhién suy thén niing (d) thanh théi creatinin dudi 10 ml/ phat).
6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- O lidu didu tri, khdng c6 tuong tac dang k& giita cetirizin va nrou. Tuy nhién cin thén trong néu

¢ sir dung ruou trong thoi gian udng thude.
- Thén trong khi ding thubc cho bénh nhén suy gan, suy thin.
- Cén chii ¥ & bénh nhén c6 nguy co ( tiéu vi cetirizin cé thé 1am ting nguy co 1t tiéu.
- Cén chi ¥ & bénh nhén dong kinh va bénh nhén ¢ nguy co co giét.

- Khéng dung thudc cho tré em dudi 2 tudi.

- Cetirizin ¢6 thé 1ic ché dép (mg cia test di img da, ngumg thude 3 ngay trude khi thue hién test

nay.

- Thude c6 chira sorbitol, bénh nhén gép cac roi loan di tru}rén hiém gip khong dung nap fructose,

khéng nén sir dung thudc nay.

- Thude cé chira sucrose, bénh nhén gip céc réi loan di truyén hiém gip khong dung nap fructose,

kém hép thu glucosegalactose hodc sucrase-isomaltase khéng nén ding thude nay.
7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Khéng sir dung thube cho phu nir mang thai va phu nit dang cho con b trir khi lgi ich ciia viée

diéu trj cho ngudd me 16m hon nguy co c6 thé xdy ra véi bio thai hoic tré so sinh dang bii me.

- Thoi ky mang thai: Co6 rét it dir liéu lam sang vé sir dung cetirizin trén phy nit mang thai.

Nghién ciru trén dong vét khong cho thdy tic hai true tidp hodic gién tiép lién quan dén qud
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trinh mang thai, sy phat trién cia phoi hodc thai nhi, sy sinh san va qua trinh phét trién sau
sinh. Cén thén trong khi ké don trén phu nff ¢6 thai.

- Théi ky cho con bi: Cetirizin bai 1iét ra sita me & nong 46 25% dén 90% ndng d6 do duoc

10.

trong huyét tuong, phy thude vao thoi didm ldy mau sau khi ding thude. Can than trong khi
ké toa cho phuy nit dang cho con bl

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Cdc dnh gia khich quan vé kha niang lai xe, thoi gian cdn dé di vao gidc ngi va hidu sut trén
dly chuyén san xuit khong cho thdy anh huéng lam sang ndo & lidu khuyén cdo 10mg. Tuy
nhién bénh nhén timg trii qua triéu chimg budn ngu khi ding thudc thi khéng nén l4i xe va
tham gia véo céc cong viéc nguy hiém va vén hanh mdy méc. Khéng nén dung qué liéu khuyén
cé0 va ghi nhé dédp (mg cha co thé véi thude.

TUONG TAC, TUONG KY CUA THUOC:

Trénh két hop cetirizin véi céc thude (e ché thén kinh trung wong nhu thuée an thin, nrou vi
cetirizin lam tang téc dung cia cac thudc nay.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc phan {mg c6 hai dugc phan nhém theo tin suft: RAt thuémg gip (ADR >1/10), thuémg gip
(1/100 <ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va
rat hiém gip (ADR < 1/10000).

H¢ mdu va bach huyét:

Rit hiém gap: Giam tiéu cdu.

HEé mién dich:

Hiém gp: Qua min.

Rét hiém gip: Sbc phan vé.

- Dinh dwing vi chuyén héa:

Khéng rd: Tang sir thém an.

Tam thin:

ft gap: Kich dng.

Hiém gap: Hung hang, 16 14n, trdm cam, o gidc, mét nga.

Rét hiém gap: Giat minh.

Khéng 16: Cé ¥ dinh ty tir.

H¢ than kinh trung wong:

ft gap: Di cam.

Hiém géip: Co giét, r6i loan vén ddng.

Rit hiém gap: Réi loan vi gide, ngft, run, réi loan truong luc co, mit vén dong.

Khéng r5: Suy giam tri nhd, mét tri nha.
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- Mit:
Rt hiém gip: R4i loan diéu tiét, nhin mé, simg mét, vén nhan.
- Tai va mé dao tai trong:
Khong rd rang: Chong mit.
- Tim:
Hiém gdp: Nhip tim nhanh.
- Hé hap, long ngwe va tily song:
Rt hiém gip: Ho.
- Hé tiéu hoa:
It gip: Tiéu chay.
Rét hiém gp: Budn nén.
- Gan mit:
Hiém gip: Ri loan chitc ning gan (ting transaminase, alkaline phosphatase, y-GT va bilirubin).
- Da va mé dwoi da:
it gép: Ngia, phat ban.
Hiém gip: N6i may day.
Rét hiém glip: Phi, héng ban séc 4 cb dinh do thubc.
- Thin va tiét nigu:
Rét hiém gap: Tiéu kho, dai ddm.
Khéng rd: Bi tiéu.
- Réi logn chung va réi logn hé thong:
It géip: Suy nhuge, mét moi.
Hiém gip: Phi né.
Rit hiém giip: Cam gic bit thudng.
- Can ndng:
Hiém gip: Tang cin.
Thing bdo ngay cho bic sy hodc dwgc sj nhitng phin éng cd hai gip phdi khi sit dung thudc
11. QUA LIEU VA CACH XU TRi:
+ Trigu chimg:
- Triéu chimg qué li¢u cetirizin lién quan dén hé thin kinh trung wong hoic lién quan dén triéu
chimg khang cholinergic.
- Vige ding qué liéu cetirizin gdp 5 1in lidu khuyén cdo s& giy ra cdc triéu chimg nhu: L 1in,
tiéu chdy, chéng mat, mét méi, nhirc dau, gidn ddng tir, ngira, bon chon, budn ngu, sirng sé, nhip
tim nhanh, run va bi tiéu,
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» Xt iri: Khi qué liéu nghiém trong cin gy ndn vé rira da day ciing véi céc phuong phép hd tro.
Dén nay chua cé thubc gidi doc déic hiéu. Thim tach méu khong co tic dung trong didu tri qua
liéu cetirizin,

Tich cuec theo doi @é cd bién phdp xir tri kip théi
12. QUY CACH DONG GOI:
Goi 0,4g — Hap 10 goi, 20 géi, 100 géi.
Goi 0,8g — Hop 10 géi, 20 géi, 100 goi.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bio quan: Nhi¢t dd khéng qud 30°C, trénh 4nh sdng vi dm,
Han diing ciia thubce: 36 thang k& tir ngay sén xuét,
Tiéu chuin chit leong: TCCS.
14. TEN, BPIA CHI CUA CO SO SAN XUAT THUOC:

MEBIPHRR
CHI NHANH CONG TY CO PHAN DUQC PHAM VA SINH HQC Y TE

Lo 111 - 18, dudng s6 13, KCN Tén Binh, Phuémg Téy Thanh, Quén Tén Phu, Tp. Hé Chi Minh
Tp. H6 Chi Minh, ngay 07 thang 12 nim 2023
DPai dién hop phdp co sé ding ky

cod PH.&N .'\‘L'?‘-H
f* DUGC PHAM VA | o

.me Hoc Y 18/&/
UNG NGAN
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