CETIRIZIN

BE xa tim tay trb em.
Dot ki hudng din sif dyng trudc khi diing.
THANH PHAN: M&i vign nén bao phim chia
Thinh phin duge chit Cetisizin dibydrociond. . 10 mg
Thanh phifn t4 duge: Laztose, Tinh bt sén, Getatin, PVP. K30, Talc. Magnest stearat, HPMC
2910, PEG 6000, DSy Paratfin, Titan dioxyd, Panceau 4R
DANG BAD CHE: Vign nén hinh chil nhjt b 2 gic bo trdn bao phim mdy db, mit m3t cd vach
“¢ 8" duge ddgp thing trén vién, mét mat tron.
CHi DINH
Gt ngui 1 v b em frn 12 wdl
- Gldm cAc tridu ehing méi vi mat ciia vidm miii di Ong theo mia v quanh ndm.
- Gidm cdc trifu chimg cla miy day man tink vo cin.
CACH DUNG, LIEU DUNG
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1l 10y i gy ot i (1 vitn) :
Mot cao tudl: DO Wy cho 1y khiing cdn gibm My 0 ngudi cao tudi ¢b chix ndng thdn binh thubng

Nigu) bénh cd suy thin via 6&n ming: khong o di Iidu v 1) 1 hidu qui/d0 an todn cisa bénh
nhdn sy thin.
Difu chinh Iy cho nguil Kn cb chde ndng then suy gidm.

Chr piag this (2™ 1 s dung ;
Hinh toavmg - m:%—.
Sy thin uhy -39 l;l Tl
Sy than v w4 v
Suy Bia njng <M § &2 i
Huy this gl dogn cull <ib hcﬂ%
| bodic phii thim theh

Bdah ohi b suy thim Wu phil duge didu chink cho ting cA nhiln trén oo 35 30 thanh thdi thin,
1w vi trong lugng camhd,

Binh nhda co suy gan: khdng cdn @iu chinh sy & bEnh nhin chi bj suy gan,

Bfnh nhdn co suy pan vd suy thin: nén ¢y chinh My (xem bénh nhin cb sy thdn vita dén
ndng & trédn).

CHONG CHi DINH
Nhiing nguti e till 5 dj (g vl cetirizin, vol hydroxyzin hodc 531 ky thnk phén ndo cla thullc.
Suy thn gial Gean cudi (CL< 10 mUphit).

CANHBAOVA THAN TRONG
mmuumuuomwmummummwmﬁmmmmm
Cén debu chinh Iy & nguti suy gan.

{ mdt <6 ngubi bénh i dyng cetirizin cd hidn ugng ngi g3, da iy nin thn trong khi ki xe hajc
wiin hanh méy, vi 04 gy nguy hidm

Trdnh dimg 0ng thii cetirizin vl rupu vi cic thulc dc chd thin kinh trung wing, i lim ting
thim thc dung ol thubc ndy.

Canh bio 86i vi ti dupe lactose: Bénh nhin mdc ol 1 laan di truyéin hifim gip vé khdng dung
nap galactose, ching thifiu byt 1t ¢ lactase hodc kém hilp thu glucone-Gataciose kdng nin sif
dyng thade nay,

Mau ponceau 4R ¢6 trong thuic o8 thé gy phiin ng g Ung, nén thdn trong khi ding thedic ndy.

U DYNG CHO PHY MU CO THAI VA CHO CON BU
Thol ki mang thal
Tuy catirizin khang gly qudi thai & d0ng viL, nhung ehua c6 nhdng nghidn cdu ddy dl trdn ngubi
mang thai, cho nén khdng nin dung thelic ki od thal.

Thal ky cho con bi
Catirizin bii ¥ gua sifa, vi viy trinh khdiog cho con bil kiii iguli mg diing thudic,

AN HUBNG CUA THUGC LEN KHA NANG LA XE, VAN HANM MAY MOC
Thudo cb thif ody chéng mat. nhic dfis vi ngl od do dé trinh ding cho ngudk dang ki xe vi
ngudl dany vin hinh mdy méc.

TUONG TAC, TUONG KY

- Tuangtac . »
Tranh k8t hgp vk cAc thuc dc chE Idn kinh tring uong nhur thac an thiln, ruou.
D0 thanh thii cetirizin gebm e khl u6ng cling 400 mg theophyin.
Tuong tc vii pseudoephedtin.
Tuomg ky
Do khing ob cic nghidn el vé fink fuong ky ci thulic, khding trde Bin thude nlly vl cic thudc khic,
TAC DUNG KHONG MONG MUGN (ADR)
Nghién ciu lim sdng cho thily cetirizin & lifu kbuyéin c4o od thc dyng khiing mong midn it It
triin 1 thén kinh trung umng. bao pm ngi ga, mit méi, chéng Mt vl dau ddu
Thn st dupc phdn nhom: REE thedng gdp (21/10); thudng odp (217100 dfin <1/10): It gip
(171,000 dén <1/100); hifm gdp (x1/10.000 d&n <1/1.000); rit him gdp (<1/10.000), chua 16
unnmmm thi uBc tinh duic b 00 Mu o <dn)
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Réi logn h¢ thin kinh %ﬁ Dj cam. g
i Co gidt
hiém glp Loan vj gidc, ngit, run, logn truong lyc co, rdi logn
viin dijng.
Chu:a%!ﬁnmﬁ s uinha_‘i.;su jam tri nha. |
Rot loan mit Rit hi EE Roi loan di :E‘ mn,E nhin md, xoay mit.
Réi logn tai v mé cung Chua rd tin suit | Chong mit.
RO logn tim _i_ﬂlérnggg Nhip tim nhanh.
RGi logn tiéu hoa ' Tiéu chay.
Réi loan gan mit | Hiem gip Chirc ming gan bit thuong (ting transaminase,
phesphatase kiém, y-GT vi bilirubin).
R loan da va md dudi da ’Lm Ngira, phét ban.
Hiém gip Mé day.
Rilt hiém gip Phii thin kinh mach, hong ban nhigm sic co djnh,
Roi logn thin v tiét nigu ' Rit hiém E Kho ticu, dai dam.
Chura £ tdn sudt | Bi tiéu.
Réi loan chung it Suy nhuge, kho chiu.
iﬁgﬁ 2 Pha né.
 Nghién ciru Hiém gip Tang cin.
QUA LIEU VA CACH XU TRI
Trigu chiing

Quan sat trigu ching sau khi diing qué lidu cetirizin cho thay lién quan chil y&u dén hé thdn kinh
trung uong (CNS) hodc cac tac dung khéng cholinergic. Cac tdc dung phy dugc bdo céo sau khi
udng it nhdt 5 14n liéu khuy&n cdo hang ngay fa: nhim IEn, tidu chay, chong mat, mét moi, dau ddy,
Kkho chiu, gidn déng tif, ngita, b8n chén, an thén, ngl g3, sling s, nhip tim nhanh, run va bi tiéu.
X tri
Khong co thudc gidi dc dic hidu. Diéu trj tridu chiing hodc difu trj hd trg. Rt da day nén dugc
xem xét sau khi ung duge phét hign nhanh. Hofic ding than hoat tinh.
Thdm tdch mau khong c6 tac dung trong didu trj qué liéu cetirizin.

PAC TiNH DUGC LUC HOC
Nh6m duge 1y: Dan xudt piperazin.

~ Ma ATC: ROBA EO7
Cetirizin 12 chat chuy&n hoa clia hydroxyzin & ngudi, Cetirizin c6 téc dung d6i khang manh va
chon lpc & thy thé H, ngoai vi. Cc nghién cdu in vitro cho thdy khdng 6 téc dyng dén cac thy
thé H, khac. Ngoai tac dung chiing H,, cetirizin con c6 tac dung chéing di ing v6i liu 10 mg,
1— 2 I4n/ ngay, cetirizin tc ché tuyén chon pha mudn clia bach cdu va eosin, trong da va két mac
clia ngudi bj di tng.
Nghién ciu & nhilng tinh nguyén vién khoe manh cho théy cetirizin, d liu 5 va 10 mg (c ché
manh c4c phan ng sung va dé gy ra bai histamin néng 40 cao vao da, nhung mdi tuong quan
hiéu qud khang dugc thiét 3p.
Nghién ciiu kiém soat gid duge, cetirizin diing & liéu cao 60 mg hang ngdy trong bdy ngay, khéng
gdy kéo dai khodng QT.
0 lidu khuy&n cdo, cetirizin dd cho thdy sy cai thign chdt lugng cudc sBng clia b&nh nhdn bi viem
mili di 'ng quanh nam va theo mua.

BAC TINH DUGC BONG HOC
Néng dg dinh do d trang thai can bing khodng 0,3 microgam/mi, dat dugc trong khodng 1,0£0,5
gid, Khong c6 sy tich Il clia cetirizin duge quan sat trong 10 ngay véi lidu 10 mg/ngay.
Sif hdp thu clia cetirizin khong bj gidm béi thiic dn, mic di ty 18 hdp thu gidm. Cetirizin dang
dung dich, vién nang hodc vién nén déu 6 sinh khd dung tuong ty.
Thé tich phan bd bifu ki€ 13 0,50 lit/kg. Lign k8t voi protein huyBt tuong 13 93+0,3%. Cetirizin
khdng lam thay d6i lién k&t protein clia warfarin.
Cetirizin khong trdi qua qué trinh chuy&n héa manh déu tién. Khodng 2/3 liéu ding dugc thai trif
qua nudc tifu dudi dang khang ddi. Thai gian ban thai huyt tuong trong khodng 10 gid. Cetirizin
¢6 dong hoc tuy€n tinh & khodng liéu 5 - 60 mg.
Ngudi cao tudi: Sau mot liéu udng duy nh&t 10 mg, thoi gian ban thai tang khodng 50% va d9
thanh thai gidm 40% ¢ 16 noudi cao tdi so véi ngudi binh thuting. Sy gidm 40 thanh thai cetirizin
xuét hién & nhiing tinh nguy8n vién cao tudi nay c6 lién quan dén suy gidm chitc nang thin clia ho.
Tré em, tré sd sinh va iré mai biét di: Thoi gian bén thai clia cetirizin khodng 6 i 0 tré em 6 - 12
tudi va 5 gity & tré em 2 - 6 twdi. O tré so sinh va tré méi bigt di tudi ti 6 dén 24 théng, gidm xudng
con 3,1 gid.
Bénh nhan suy thin: Dugc ddng hoc clia thudc tudng ty vai bénh nhdn suy than nhe (49 thanh thai
creatinin cao hon 40 mi/phist) so véi tinh nguy@n vién khde manh. Bénh nhan suy than trung binh
c6 tang gdp 3 I4n thdii gian bén thdi va gidm 70% d thanh thai so vdi finh nguyén vién khoe manh.
Bénh nhén thim phan mau (46 thanh thai creatinin dudi 7 mi/ phit) cho-udng mft liéu don 10
mg cetirizin cd ting gap 3 l4n thdi gian ban-thai va gidm 70% a5 thanh thai so vii binh thuting.
Cetirizin dugc loc kém bdi th&m phdn méw. Cdndiéu chinh liu & b&nh nhin suy than trung binh
hodc ndng.
Bgnh nhan suy gan; B&nh nhin bj b&nh gan man tinh (thudc t& bao gan, I mat, va xd gan & mat)
cho mt liéu don 10 hodc 20 mag cetirizin c6 tang 50% thai gian bdn thdi va gidm 40% d thanh
thai so vai ngulsi khbe manh.
Diéu chinh liéu chi c4n thigt & nhitng b&nh nhin suy gan néu ddng théi co suy than.

QUI CACH BONG GOI: Hop 10 vix 10 vién.

Lo 100 vién.

Béo qudn: Bio quan noi khd mat, trdnh &nh sdng, nhigt O dudi 30°C.

Han diing: 36 thng ké tirngay san xudt,

Ti6u chudn chat lugng: TCCS.

Séan xuét tai:
CHI NHANH CONG TY TNHH SX - TM DUGC PHAM THANH NAM TAI BINH DUONG
60 Dai 1p Doc fap, KCN Viét Nam - Singapore, Thuan An, Binh Dudng
DT : (0274) - 3767850 Fax : (0274) - 3767852
Theo hop déng véi: CTY CP DUGC PHAM & DICH VU Y TE KHANH HOI

S6 01 L& Thach, Q. 4, TP. H6 Chi Minh DT: (028) — 39400139
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