CETIRIZINNgtamthuoc

pé xa tim tay tré em.
Doc kj hudng din sir dung trude khi ding.
THANH PHAN: M3i vién nén bao phim chia:
Thanh phdn duge chat: Cetirizin dihydroclorid. .. .. ... ......cooiveienaen.nn. 10 mg
Thanh phdn t4 duge: Lactose, Tinh bt sdn, Gelatin, PVP. K30, Talc, Magnesi stearat, HPMC
2910, PEG 6000, D4u Paraffin, Titan.dioxyd, Ponceau 4R.
DANG BAO CHE: Vién nén hinh chil nhat c6 2 gb¢ bo tron bao phim mau dd, mit mét c6 vach
“4 0" dugc dap thang trén vién, mot mét tran,
CHIBINH
Cho ngudi 16n va tré em trén 12 i
- Gidm cdc tridw chimg miii va mdt clia viém mii dj ing theo mia vA quanh nim.
- Gidm cdc tridu ching clba may day man tinh vo can.
CACH DUNG, LIEU DUNG
Cach diing: Diing theo duing udng. Udng véi nutic.
Liéu lugng
Tré em dudi 12 tudi: Khong sit dyng vi khdng phis hgp véi dang vién thudc nay.
“““Ngudiidn va thanh thigu nién trén 12 tudi: 10vhg mdi ngay mot 14n (1 vign) .
Nguidi cao tudi: D lidu cho thiy khiing cin giam lidud nguii cao twdi co chilc nang than binh thubng.
Ngudi bénh cd suy thin vida dén ndng: khong cb di liéu vé ty 18 higu qua/d0 an toan clia bénh
nhdn suy thgn.
Diéu chinh liéu cho ngudi I6n ¢d chiic ning than suy giam.

| Chire niing thin Cl, ]’ Liéu diing |
(mUphut)

Binh thiimg =80 10 mg x 1 lin/ngiy
Suy thin nhe 5079 10 mg x | lin/ngiy

__ Suy thin vira 30-49 5 mg x 1 lin/nghy
Suy thin niing <30 5 mg cich 2 ngiy 1 lin

Suy thin giai doan cubi <10 chng chi dinh
hodc phii thim tich

Bénh nhi bj suy tham. litu phai duge diéu chinh cho tiing ¢a nhin trén cd s dd thanh thai than,
tudi va trong lugng cathé.

Bénh nhan cd suy gan; khong cin diéu chinh lifu & bénh nhan chi bj suy gan.

Bénh nhdn cd suy gan va suy thgn: nén diéu chinh lifu (xem b&nh nhén b suy thin vita dén
ndng dtrén).

CHONG CHi DINH
Nhilng ngui o6 tién st di ding vdi cetirizin, vdi hydroxyzin hodic bat ky thanh phdn nao cla thudc.
Suy thén giai doan cudi (C1,< 10 mi/phiit).

CANHBAOVATHANTRONG U o SR -
C4n phai diéu chinh liu & ngudi suy thin vifa hodic ndng va ngubi dang thim phan than nhan tao.
Gén diéu chinh liéu & ngubi suy gan.

& mot s ngudi bénh sir dung cetirizin ¢6 hién tugng ngl ga, do vay nén than trong khi ldi xe hojc
van hanh mdy, vi d& gay nguy hiém.

Tranh ding d8ng thdi cetirizin vdi rugu vA céc thudc dc chE thdn kinh trung uong, vi 1am tang
thém tc dung cha thudc nay.

Céanh bao ddi vii t4 dugc lactose: BEnh nhin méc céc rdi loan di truy&n hiém gdp v khdng dung
nap galactose, chiing thigu hyt tdt ca lactase hodic kém hip thu glucose-galactose khong nén sif
dyng thudc nay.

Mau ponceau 4R cd trong thudc co thé gay phan Gng dj ing, nén than trong khi ding thudic nay.

SU DUNG CHO PHU NI O THAI VA CHO CON BU
Théi ky mang thai
Tuy cetirizin khBng gay quai thai & ddng vat, nhung chua c6 nhiing nghién clu ddy di trén ngudi
mang thai, cho nén khéng nén ding thudc khi cd thai.

Thivi ky cho con b
Cetirizin bai ti€t qua siia, v vy trinh khdng cho con bd khi nguéi me ding thudc.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc ¢b thé gay chéng mit, nhic ddu va ngl ga do dé trinh ding cho nguéi dang 14i xe va
ngudi dang vin hanh may méc.

TUONG TAC, TUGNG KY
Tuong tic
Tranh két hgip véi c4c thulic dc ché thdn kinh trung wong nhu thulc an than, rugu.

Do thanh thai cetirizin gidm nhe khiudng cting 400 mg theophylin.

Tuong tac vdi pseudoephedrin.

Tuong ky

Do khong 6 cac nghién ciuvé tinh tuong ky ciia thudc, khong tron 1&n thubc nay véi cic thulic khic.

TAC DUNG KHONG MONG MUGN (ADR)

Nghién c(u lam sang cho thay cetirizin & lidu khuyén cdo 6 tac dung khong mong mudn rit it
trén hé thdn kinh trung vong, bao gdm ngl ga, mét mdi, chong mat vA dau ddu.

Tén sudt duge phdn nhém: R&t thuiing gap (21/10); thubing gdp (21/100 dén <1/10); it gip
(21/1.000 d&n <1/100); hiém gap (21/10.000 d&n <1/1.000); rit higm gap (<1/10.000), chifa rd
tdn sudt (khdng thé wic tinh duge tr di lidu co sin)

H§ co quan Tiin suit ___Tic dyng khing mong muin
RGi logn méu vi bach huyét Rt hiém gip Giim tiéu ciu.
S T e e s Qui mdn.
Réit hiém gjp Soc phan vé. SN |
Roi logn chuyén héa va dinh dudmg | Chura rd tin suat Tang thém fin. NUINNEEEY) |
Roi logn tam thin It gdp Kich dfng. [ 1 - S (|
Hiém gip Hay gy hin, 1 in, trim cim, &0 gidc, mit ngi.
Rét hiém gip My giit.
Chuardlansust | Y nemguror.

.com/




Réi logn hé thin kinh fgip YTT EDTAaTr] |nrn'n nqt
Hiémﬂp“‘lu Feakif F AT h’H’G’G
Rit hicm gip Loan vi gide, ngit, run, Iuanmmg Iye co, rii logn
viin ding. -

Chusa ro tn suat | Mt tri nhd, suy gidm tri nhé. el

Roi logn mat Rilt hi¢m giip Rai loan dicu tiét mit, nhin mé, xoay mit.

R&i loan tai vi mé cung | Chuard thnsuit | Chong mjt.

Ri loan tim iadL Hiém glp Nhjp tim nhanh.

Rii logn tiéu hoa it gip Tiéu chay.

R&i logn gan mit Hic¢m giip Chirc ning gan bat thudmg (Wng transaminase,

_ | phosphatase kiém, y-GT wi bilirubin).

R3i loan da vi mb dudi da Lt ghp Ngira, phit ban.
Hiém giip Mé day.
Rit hiémgip | Phi thin kinh mach, hing ban nhicm sic ¢ djnh.

R&i loan thin vi tiet nigu Riit hiém giip Kho ticu, dii dim.
Chua rd thn sudt | Bi tiéu.

Rai loan chung it Suy nhuge, kh chju.

gip Phil ni.
Nghién el Hiém giip Tiing cin.
QUA LIEU VA CACH XU TRI
Trigu chiing

Quan sat trigu chitmg sau khi diing qué lidu cetirizin cho thdy lién quan chil yéu dén hé thdn kinh
trung udng (CNS) hodic cac tic dung khdng cholinergic. Céc tic dung phy dugc béo cdo sau khi
ufing it nhat 5 I4n liéu khuy&n cao hang ngay 1a: nhdm 1dn, tiu chay, chong mat, mét moi, dau ddu,
khé chiu, gidn dBng 1, ngtia, bdn chdn, an thdn, ngli ga, sling s&, nhip tim nhanh, run va bi tidu.
X tri
Khiing ¢ thubic gidi dc dic higu. Didu tr trigu ching hodc diéu tri hd trg. Rl da day nén dugc
xem xét sau khi udng dugc phét hién nhanh. Hodic ding than hoat tinh.
Thém tich mau khong cb tac dung trong didu trj qué lidu cetirizin.

DAC TiNH DUGC LYC HOC
Nhém duge Iy: DAn xust piperazin,
M3 ATC: ROGA EO7
Cetirizin I3 chdt chuy&n hoa cla hydroxyzin & ngubi, Cetirizin c6 tic dung ddi khdng manh va
chon lgc & thy thé H, ngoai vi. Cdc nghién clu in vitro cho thay khong c6 tic dyng dén cic thy
the H, khdc. Ngoai tc dung chBng H,, cetirizin con c6 tdc dung ching dj ing vai liu 10 mg,
1= 2 14n/ ngay, cetirizin (¢ ché& tuyén chon pha mudn cia bach cdu ua eosin, trong da va két mac
clia ngudi bi di ing.
Nghién clu & nhilng tinh nguyén vién khde manh cho thdy cetirizin, & lidu 5 va 10 mg dc ché
manh cic phén dng sung va do gdy ra bdi histamin ndng dd cao vao da, nhung mai tugng quan
hiéu qua khong dugc thist 13p.
Nghién ctu kifm soat gia dugc, cetirizin dung & lidu cao 60 mg hang ngay trong bdy ngay, khong
gdy kéo dai khodng QT.
0 liu khuy&n cdo, cetirizin d cho thdy sy ci thién chét lugng cudc séng clia bénh nhdn bj vigm
mii di (ng quanh ndm va theo mia.

DAC TINH DUGC BONG HOC
Ndng db dinh do & trang théi can bling khodng 0,3 microgam/ml, dat dugc trong khodng 1,0£0,5
gidt. Khing ¢ sy tich Iy cha cetirizin duge quan s4t trong 10 ngay véi lidu 10 mg/ngay.
Sy h&p thu chia cetirizin khong bj gidm bdi thitc &n, mac di ty 18 hdp thu gidm. Cetirizin dang
dung djch, vién nang hoc vién nén déu cd sinh kha dung tudng ty.
Thé tich phan b bidu kign 12 0,50 litkg. Lién k&t vai protein huy#t tudng la 93+0,3%. Cetirizin
khdng lam thay ddi lign két protein ciia warfarin.
Cetirizin khong trdi qua qué trinh chuyfn hoa manh ddu tién. Khoang 2/3 liéu ding dugc thi trir
qua nudc tifu dudi dang khdng ddi. Thai gian ban thai huyét tuong trong khodng 10 gid. Cetirizin
c6 diing hoc tuyén tinh d khodng liéu 5 — 60 mg.
Ngudi cao tudi: Sau mt lidu udng duy nhat 10 mg, thai gian bn théi ting khodng 50% va df
thanh thai gidm 40% & 16 nguii cao tudi so véi ngudi binh thubing. Sy gidm do thanh thii cetirizin
xut hign & nhitng tinh nguy@n vién cao twdi nay cé lién quan d&n suy gidm chirc nng thin clia hy.
Tré em, tré sd sinh va tré mdi bigt di: Thii gian bdn thai cla cetirizin khodng 6 gitd tré em 6 - 12
tudi va 5 it & tré em 2 - 6 tudi. 0 tré so'sinh va tré mdi bigt di tui tir 6 dén 24 thang, gidm xuing
chn 3,1 gid.
Bénh nhén suy thin: Duge ddng hoc clia thulic tudng tyf vdi bénh nhan suy than nhe (46 thanh thai
creatinin cao hon 40 mU/ph{t) so véi finh nguyén vién khde manh. Bénh nhin suy than trung binh
c6 tang gdp 3 I4n thifi gian ban thai va giam 70% dd thanh thai so vdi tinh nguyén vién khde manh.
Bénh nhin thim phin mau (89 thanh thai creatinin dudi 7 ml/ phit) cho ulng mdt lidu dan 10
mg cetirizin c6 ting g&p 3 14n thasi gian ban-thai va gidm 70% dd thanh thai so véi binh thuiing.
Cetirizin dugc lpc kém bdi thdm phan mau. G4n diéu chinh lidu & bénh nhan suy thén trung binh
hodc ndng.
Bénh nhdn suy gan: BEnh nhin bj bénh gan man tinh (thudc t& bao gan, { mt, va xd gan ¢ mat)
cho mit liéu don 10 hodc 20 mg cetirizin ¢ ting 50% thai gian bdn thai va gidm 40% df thanh
thai o vdi nguti khde manh.
Biéu chinh liéu chl cdn thigt & nhirng b&nh nhin suy gan néu ddng thai co suy than.

aui CACH DONG GOI: Hop 10 vix 10 vién.

Lo 100 vién.

Béo quan: Bio quin noi khd mat, tranh d4nh séng, nhiét dd dudi 30°C.

Han diing: 36 thang k8 tis ngay san xuét.

Tiéu chufin chat lugng: TCCS.

San xuét tai:
CHI NHANH CONG TY TNHH SX - TM DUGC PHAM THANH NAM TAI BINH DUGNG
60 Dai 10 Doc lap, KCN Viét Nam - Singapore, Thudn An, Binh Dugng
BT : (0274) - 3767850 Fax : (0274) - 3767852
Theo hgp déng véi: CTY CP DUGC PHAM & DICH VU Y TE KHANH HOI
S6 01 L& Thach, Q. 4, TP. H8 Chi Minh PT: (028) — 39400139
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