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ZYRTEC® 10mg

Cetirizine dihydrochloride

THANH PHAN

M&i vién chita 10mg Celirizine dihydrochloride

Ta dupe: microcrystaliine cellulose, lactose rrmohydrate colloidal anhydrous silica, magnesium stearate vira di cho
mdtvién, Opadry Y-1- 7000 v bao.

DANG BAO CHE
Vién nén bao phim

QUY CACHBONG GO
Hép 1 vi x 10vién nén bao phim

CHIDINH

Ngudi 16n va tré em 6 tudi trd lén:

e Cetirizine dugc chi dinh dé lam gidm céc tridu ching vé miii va mét cla viém mdi dj ing theo miia v& viém mii di
dng quanhnam,

e  Cetirizine dugc chidinh & lam gidm triéu chiing cia may day.

LIEU LUONG VA CACHDUNG

Ngudi Idn vé tré em trén 6 tudi: 10mg x 1 1&n/ngdy (1 vién). Lidu khdi du Smg (nlia vién) o6 thé dugc dé nghi né.i g
liéu dilng nay kiém sodt dugc triéu chiing bénh.

Uding vién thudc vaimét cc nudc.

Ngudi gia: diligu cho thdy, khong cdn gidm liéu 8 ngudi gia c6 chilc ndng than binh thubing.

Bénh nhin suy thin vita dén suy thdn ndng: khodng lidu phai duge didu chinh cho tiing bénh ntidn tily theo chic
nang than. Tham khdo bang sau va diéu chinh liéu nhu chi dinh. D& sl dung bang liéu diing ndy, cdn phai uéc tinh 46
thanh thai creatinine (mlphtt) ciia bénh nhan. B4 thanh thai creatinine CLer (milphit) c6 th dugc ude tinh (i réng o
creatinine {mg/dl) trong huy&t thanh b&ing cich diing ¢ing thilc sau:

[140 - A] x M (kg)

= 72 ¥ serum creatinine (mg/dl) e

A: tuditinh theo nam

M: Trong lugng tinh theo kg

Serum creatinine: creatinine huyét thanh

W: 0,85 d8i véi phu ni.

Nhém D6 thanh théi creatinine Ligu lugng
mUphit _

Binh thuding : >80 10mg 1 14n mdi ngay
Nhe 50-79 10mg 1 lén méi ngay
Trung binh 3049 Smg 1 14n mbi ngay
Nang | <30 5mg 1 14n mdi 2 ngay
Bénh than giai doan cudi - bénh nhan dang thim tach <10 Chéng chi dinh
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Irén bénh nhi suy than, liéu dugc didu chinh cho timg trudng hap tiry theo 83 thanh théi than cia bénh nhan, tudi vi
cannang.

Bénh nhén suy gan va suy thin: cAn diéu chinh liéu (xem phén “Bénh nhén suy thén viia dén suy than ndng”d trén).
Bénh nhén suy gan: Ngudildn va fré em tir 6 tudi trd 1én: ibu khuy&n c4o Smg 114n mdi ngay.

CHONG CHi DINH
- Cétin st qua mAn vdi bt cthanh ph4n nao ciia thudc, vdi hydroxyzine hoac bt ol dn xusitnao cia piperazine.
- Bénh nhan suy than nang c6 d¢ thanh thai creatinine dudi 10mUphat

CANH BAO VA THAN TRONG DAC BIET KHI SUDUNG

Khéng cd tudng tac c6 § nghia vé& mat I3m sang nao vai rugu (46 voi ndng dd trong mau 0,5 g/Y) dudc chiing minh & fiéu
diéu tri, Tuy nhién nén than trong khi ding thudc déng thdi vdi cac thic an, dé udng co odin.

Nénthan trong vdi bénh nhan ddng kinh va bénh nhan c6 nguy cd co giat.

Khang diing dang vién nén bao phim cho tré em dudi 6 tudi vi dang thuc nay khdng cho phép diéu chinh lidu diing phis
hdp chotré.

Vién nén bao phim Cetinzine dihydrochloride 10mg

Thuc 6 chda lactose. Bénh nhan méc bénh di truyén hiém gap vé khong dung nap galactose (suy giam Lapp
lactase hodc gidm hip thu glucose-galactose) khdng nén diing thuic nay.

TUONG TAC THUGC VA CAC DANG TUONG TAC KHAC

K&t qua nghién clu cho thiy khdng o6 tudng téc duge ddng hoc gida cetirizine va pseudoephedrine, cimetidine,
ketoconazole, erythromycin va azithromycin. Trong nghién cu dalidu theophylline (liéu 400mg méti&n mdt ngay) va
cetirizing, da thdy c6 sy gidm nhe (16%) df thanh thai clia cetirizine, trong khi 46 muc df phan bd cia theophylline
khong bj anh hudng khi dung ddng thai vdi cetirizine.

Khang cé bng chiing cho thdy cb tudng tac dude Iuc hoc bt Igi khi diing cetirizine vdi cimetidine, glipizide, diazepam,
va pseudoephedrine. '
Khéng c6 bang ching cho thdy cé tuong tic IAm sang bat Igi khi diing cetirizine vdi azithromycine, erythromycin,
ketoconazole, theophylline vA pseudoephedrine. Dac biét, ding déng thai cetirizine vdi macrolide hoac ketoconazole
cho thdy khdng o6 sy thay d6i ECG tudng (ing v& mat 1am sang.

Trong m&t nghién ciiu da liéu diing déng thesi ritonavir (600mg hai 14n mi ngay) va cetirizine (10mg m¥i ngay), madc 46
1idp xtic voli cetirizine tang khodng 40% trong khi muc 40 phan b cia ritonavir thay i nhe (gidm 11%) khi ding déng
thdi vdi cetinzine.

Thiic &n khang 1am gidm miic d) hdp thu cetirizine mac di t5c 46 hép thu gidm 1 gid.

Céc thilnghiém djing da

Thuc khang histamine tc ch& cac thit nghiém dj Ung da va nén ngiing thudc 3 ngay trudc khi thyc hién céc thi
nghiém nay.

THAIKY VA CHOCON BU

Kha néng sinh san

Khéng c6 dillidu ién quan.

Thai ky

C6 rt it d0 liéu 13m sang vé st dyng cetirizine & phy nd ¢4 thai. Nghién ciu trén 8dng vat khdng cho thiy nh hudng cé
hai tnfc iép hoac gidn tiép dén thai ky, sy phat trién clia phdi, thai nhi, trong khi sinh hodc sau khi sinh. Nén than trong
khi k& don thudc cho phu nd ¢6 thai,

Choconbd '

Cetirizine qua dugc sda me vdi ndng d6 bang 0,25 dén 0,90 nbng A6 do dugc trong huyét tuong, tiy thude vao thdi
gian 14y mAu sau khi ubng thudc. Do vay, nén thén trong khi ké don cetirizine cho phu ni dang cho con bu.
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ANH HUGNG TREN KHA NANG LAI XE VA DIEU KHIEN MAY MOC

Vi liéu khuyén cdo 10mg, khdng o bt ol biéu hién 1am sang o6 lién quan vdi kha nang l4i xe, van hanh may méc.
Bénh nhan dinh I4i xe, tham gia c4c hoat dong nguy hiém hoac van hianh may méc khdng nén diing qua liéu khuyén
c40 va nén can nhic d4p Ung cda ho 48i vdi thusic..

B3i vdi cac bénh nhan nhay cam, diing thubc déng thisi vdi uing nugu hodc céc thudce e ché than kinh trung uong khac
c6 thé lam suy gidm sy tinh 140 va khd néing hoat dong,

TAC DUNG KHONG MONG MUON

Céc nghién cdu lam sang cho thdy celirizine vdi iéu khuyén céo g3y ra mdt 6 tac dyng khdng mong mudn nhe trén hé
thén kinh trung uong bao gém: budn ngl, mét, chéng mat va nhic ddu. Trong mOt vai truding hap, d4 cd bao cdo vé sy
kinh thich ngudc hé than kinh trung udng.

Mac di cetirizine 13 mdt chét d8i khang chon loc thu thé H1 ngoai vi va gén nhu khdng c6 tac dung khang cholinergic,
trongmdt s6 it truding hap riéng 1é, tiéu kho, rBiloan didu tist mat va khd miéng 43 dudc bdo cdo.

D4 cd béo co vé trudng hop chilc nang gan bAt thuding vdi men gan téng kém theo bilirubin tang. Phdn 6n ty khéi sau
khi ngung diéu trj vdi cetirizine dihydrochloride.

Thitnghiém lam sang

C4c thil nghiém 1am sang c6 ddi chiing, mis 401, so sanh cetirizine va gi dudc hodc cAc khang histamine khac 3 liéu
khuyén cdo (10mg mdi ngay ddi vdi cetirizine), trong s6 d6 c6 cac dilliéu vé tinh an toan, bao gémhon 3200 4Gi tugng
dugc cho diing cetirizine,

Ti cac di liéu nay, trong c4c thil nghiém cé d8i chiing cetirizine 10mg vdi gid dudc, cac tac dung khéng mong mubn
saududc ghi nhan vdi ti & 16n hon hoac bing 1,0%:

Tac dung khéng mong mudn Cetirizine 10 mg Gié duge
(WHO-ART) (n=3260) (n = 3061)

Todn thén - r6i loan todn thin
Mét mdi 163% 0.95%
Réi loan hé thdn kinh trung tong va ngoai vi
Chdng mét 1,10% 0,98 %
Nhiic d4u T42% 8OT%
R6i loan hé tiéu hda
Dau bung 098 % 1,08 %
Khd miéng 209% 0,82 %
Budn non 1,07 % 1.14%
Réi loan tam thén '
Bubn ngl 9,63 % 5,00 %
Réi loan hé hé hap
Viém hong 1,20 % 1,34 %

Mac dir vé mat thdng ké cho thay hién tugng bubn ngd xay ra nhiéu hon so vdi khi diing gid duge, nhung da s cdc
trung hap chi budn ngd it hodc trung binh. Cdc thil nghiém khach quan da dugc chiing minh bi cac nghién clu khéc
cho théy dung liéu khuyén cdo mdi ngay khéng anh hudng dén sinh hoat hiing ngay clia ngusi Bnh nguyén tré khoe
manh.

Céc téc dyng khidng mong mudn c6 ti & 18n hdn hodc bang !%h'encéchéemwsmangﬁémzm& mmﬂn@ﬁm
1am sang o4 d8i chiing voi gid dugc dugc thé hidn dudi day:

CIA73970B
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""" Téc dung khdng mong mudn (WHO-ART) Cetirizine (n=1656) Gid dulge (n =1294)
RGi loan hé tiéu héa

Tiéu chay 1.0% 06%
RGi loan t&m thén

Bubn ngd 18% 14%

RGi loan hé h6 hip

Viém moi 14 % 1.1%

Toan thén - r6i logn toan thén _ :
Mét mdi 1,0% 0,3%

Kinh nghiém sau khiluu hanh thudc
Mgwﬁc&cdummmngmu&mmmanmmngwmmmmmmclmkaauen céc tac dyung
khéng mong mudn clia thudic sau day da dugc ghi nhan sau khiluu hanh thudic trén thi trudng.

Téc dyng khdng mong mufin duge mé ta theo cach phan loai theo hé théing, cd quan MedDRA va Umeoténsﬂmdc
Iuging dya trén cdc kinh nghiém sau luu hanh thudc.

Tén suft dugc dinh nghia nhu sau: rdt phd bién (=1/10); ph8 bién (>1/100, < 1/10), khdng phé bién (= 1/1.000,
<1/100); hiém (= 1/10.000, < 1/1.000); r&t hiém (<1/10.000), khdng biét (khdng méuocﬁnhdua tréndilidu msan]

« Nghién cuu;

Hiém: tang cén
« Réiloan hé tim mach:

Hiém: timdapnhanh
« Roiloan hé méu va bach huyét:

R&t higm: gidm tidu cu
« Réiloan héthén kinh:

Khong phdbién: dicam

Hiém: cogiat

RAathiém: r6i loan vi gidc, réi loan trudng lyc, réi loan van ddng, ngat, run.
Khéng biét: mdt trinhd, suy gidm trinhd
« Rdiloan mét:
Rathiém: rfiloan diéu tiét, nhin md, 1di loan van nhan
 Rdiloan da day-rudt:
Khong phd bién: tiéuchdy
» Réiloanthan va duong niu:
Rt hiém: tiéu kho, d4i ddm
* Réiloan dava mé dudida:
Khong phébién: ngua, phétban -
Hiém: may day ; I
RA&t hiém: phii mach thén kinh, phat ban tai chd of dinh do thuéic !
» Réilogn todn thén & taichd:
Khdng phd bién:  suy nhugc, cAmgidc kho chiwkho &

Hiém: phu né

« Réiloan hé mién dich:
Higm: mén cam
Rathiém: sficphinvé

o Rdiloangan mat:
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Higm: bt thuding chile naing gan (tang transaminase, alkaline phosphatase, y-GT, bilirubin)
« Réiloantédmthan:

Khong phdbién: lodu

Hiém: hung hang, I 1n, trdm cadm, hoang tudng, mat ngu.

RAthiém: may cd
Théng béo cho bic s§ nhiing tic dung khéng mong mudn gép phai khi diing thudc.

QUALIEU

Trigu ching
Cdctnéudﬂngghmhanduocsaumidumquéléuoehnzm&d‘my&Imﬂquanﬁéncéclacdungh‘enhéménhnh
trung uang hodc céc téc dyng khéng cholinergic.

Téc dyng khdng mong mudn dugc ghi nhin sau khi diing mdt liéu R nh&t gép 5 I4n liéu khuyén cdo hang ngay: 10 1n,
tiéu chéy, chong mal, mét, nhdc d4u, khé chiu, gidn ddng tU, ngia, bdn chdn, an thén, budn ngd, sing sd, tim dép
nhanh, run va bitiéu.

Xurtri

Chua o6 thubic giai ddc dac hidu cho cetirizine.

Né&u x4y ra qud liéu, b&nh nhan c4n dugc diéu trj triéu chang va diéu trihd trg.

Khong hiéu qua trong viéc loai cetirizine ra khdi ca thé bing phuong phap thém téch.

DAC TINHDUGC LY
Dugclyc hoc
Cetirizine 14 ch&t khang histamine manh va chon loc trén cac thy thé H1 ngoai vi. Cac nghién cdu vé gan két voi thu thé
in vitro cho thdy thudc khdng cb i lyc déng ké vai thy thé nao khéc ngodi thy thé H1. Thyc nghiém ex vivo trén chudt
cho théy cetirizine diing toan than chiém s& lugng khdng déng ké cacthy thé H1 d ndo.

~ Ngoai téc dung khang thy thé H1, cetirizine cbn thé hida.kdc dyng khdng di dng: vdi liéu 10mg ma} hedc hai lén mbi
ngay, cetinzine dc ché sy tap két cac t& bao viém d giai doan mudn, ﬁcbl&lhham%ualmﬁdav&k{lmcwa
céc 86i tugng di Ung ¢ tiép xdc vai dj nguyén, va vai liéu 30mgingay Uc ché sy di chuyén clia bach c4u 4 toan trong
dich nlla phé nang trong giai doan mudn ca co th4t phé quan & ngudi mac bénh hen khi hit phai tac nhan gdy dj Gng.
Ngodira, cetirizine cdn e ché phan Ung viém giai doan muln trén bénh nhan méc may day man tinh bdi sy tham nhap
kallikrein trong da. Thuc dbng thisi cing o6 tAc dung 1am gidm sy xudt hién ciia c4c phan bl g4n ket nhu ICAM-1va
VCAM-1 & nhing d&u chi diém clia phan Ung viém dj Ung.
Nghién ctiu trén ngudi finh nguyén khde manh cho thdy cetirizine liéu 5mg va 10mg 1am gidm dang ké phan ung sin
phi va hdng ban do néng d) rat cao ca histamine trong da gay nén. Sau khi udng lidu duy nhat 10mg, thulc bat ddu
06 tc dung trong vong 20 phit irén 50% A tugng thit nghiém va trong vding 1 gid 0 5% d6i tugng. Téc dung nay clia
thusc duy trl 1t nhét 24 gid sau khi udng motliéu duy nhAL Trong mdt nghién cilu kéo dai 35 ngay trén trd em ti 512
tudi, ngudsi ta khdng thiy c6 sy dung nap 66i vdi tac dyng khang histamine (ch6ng s&n phi va héng ban) cia cefirizine.
Sau khi diing nhiéu 14n cetirizine, khi ngung diéu trj, da phuc héi lai phan ding binh thuding vdi histamine trong vong 3
ngay.
Dugc ddng hoc
Cetirizine c6 d6ng hoc tuyén tinh & khodng léu 5 mg - 60 mg. Thai gian ban hity cusi cling clia thudc khodng 10 gio va
thé tich phén bd bidu kién 12 0,50 Ukg. Khéng théy cd sy tich Iy cetirizine sau khi ding liéu hang ngdy 10 mg trong 10
ngay. Néng dd dinh trong huyét tuang d trang théi &n dinh 14 vao khodng 300 ng/mi va dat dugc trong viing 1,0+0,5
gits. B4 gén két cla cetirizine vdi protein huy8t tudng 12 93 +0,3%. Cetirizine khang lam thay d8i su g4n kit proteiriclia
warfarin.
Cetirizine khéng tréi qua chuyén hoa budc ddu & gan nhidu. Khodng 2/3 liéu dugc bai tiét khdng d8i qua nudc tidu. Sy
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phén bé cacthéng s dugce ddng hoc nhu ndng 4d dinh trong huyét tuong (Cmax) v dién tich dudi duting cong (AUC) I3
gidng nhau & nhing ngudi tinh nguy@n, va khdng thay sy khac nhau vé ddng hoc clia cetirizine gila nam gidi trudng
thanh da den v2 da trdng. Mic dd hdp thu cetirizine khdng bj gidm bdi thiic &n méc di t8c 30 hdp thu o6 gidm. Mc dd
sinh kha dyng cila cetirizine dudi dang dung dich, dang vién nang hoac vién nén I giSng nhau.

Céc d6i tudng dic biét

Ngubicao tusi

Trén 16 d6i tugng ngudsi cao tudi, sau khi uSng mdt liéu dan 10mg, théi gian ban hiy tang khodng 50% va dd thanh thai
giam 40% so vdi ngudli binh thuing. Viéc gidm d¢ thanh thai & nhiing ngudi cao tudi inh nguyén nay cb vé 1 do suy
gidm chucndng than,

Tréem

Thisi gian ban hlly cla cetirizine khodng 6 it 8 tré 6-12 tudiva 5 gio 3 tré 2-6 tudi. O tré sd sinh va tré tir 6 thing dén 24
thang, thdi gian ban hiy gidm cbn 3,1gid.

Bénh nhén suy than

Dugc ddng hoc cia thuic & bénh nhén suy than nhe (66 thanh thai creatinine cao hon 40mifphit) tuong tu nhu & ngudi
finh nguyén khde manh. Bénh nhan suy than trung binh c6 thisi gian ban hly tang gip 3 14n va d9 thanh thai gidm 70%
s0 vdi ngudi binh thubing. Bénh nhan thm ph&n méu (thanh thai creatinine dudi Tmlphut) udng lidu duy nhét 10mg
cetirizine c6 thoi gian ban hiy tng gp 3 14n va dd thanh thai gidm 70% so véi ngudi binh thuding. Cetirizine dugc dao
théi kém bdi thém phan miu. C4n diéu chinh liéu cho bénh nhan suy than mdc d4 vila dén nang.

Bénh nhén suy gan

Bénh nhan médc bénh gan mén tinh (b&nh 1€ bao gan, U mat va xd gan do 1 mAt), diing ddn liéu 10mg hoac 20mg, ¢b
thési gian ban hiiy tng 50% va 44 thanh thai gidm 40% so vdi ngudi khde manh. Cén chinh liéu cho bénh nhan suy gan.

HAN SUDUNG

60 thang k& titngay san xust
BAOQUAN

Dugi25°C

DEXATAMTAY TREEM

DOC KY HUONG DAN SUDUNG TRUGC KHIDUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

SANXUAT B3I
UCB Farchim SA
Z | de Planchy, Chemin de Croix Blanche 10, CH-1630 Bulle, Switzerland

DONG GOIBGI
UCBPharmaS.p.A
Via Praglia 15, |-10044 Pianezza, ltaly
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