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ZYRTEC® 10mg

Cetirizine dihydrochloride

THANH PHAN

M vién chifa 10mg Cetirizine dihydrochloride

Ta duge: microcrystalline cellulose, lactose mnnah:.rdrate colloidal anhydrous silica, magnesium stearate viia dli cho
mdtvién, Opadry Y-1 -7000 vdbao.

DANG BAOCHE .
Vién nén bao phim - '.
QUY CACHPONG GO

Hop 1 vix 10 vién nén bao phim

CHIDINH

Ngudi I6n va tré em tls 6 tudi trd 1én:

e Cetirizine dugc chi dinh & 1am gidm céc tridu chiing vé& mii va mat clia viém mdi dj ing theo mia va viém mii di
ung quanh nam.

s Cetirizine dugc chidinh dé lam gidm triéu ching clia may day.

LIEU LUONG VA CACH DUNG

Ngu@i I6n va tré em trén 6 tudi: 10mg x 1 4n/ngay (1 vién). Liéu khdi d4u Smg (nda vién) ¢6 thé dugc dé nghi nEu ]
liéu diing nay kiém soat duoctriéu chung bénh, -

Udng vign thudic vdi mdt ciic nudc.

Ngudi gia: dalidu cho th8y, khdng can gidm liéu 3 ngudi gia 6 chilc nang than binh thudng. -

Bénh nhén suy thin vifa dén suy thin ning: khoang liéu phai dugc diéu chinh cho tiing bénh nfin tily theo chic
nang than. Tham khao béng sau va diéu chinh liéu nhu chi dinh. D& sit dung bang liéu diing nay, cAn phéi udc tinh d6
thanh thai creatinine (mlphdt) cha bénh nhan. ¢ thanh thai creatinine CLor (mi/phut) c6 thé duge udc tinh t réng do
creatinine (mg/dl) trong huy&t thanh bing céch diing cdng thic sau:

[140 = A] x M (kg)

Cler = W)
72.x serum creatinine (mg/dl)

A: tuditinh theo nam

M: Trong Iugng tinh theo kg

Serum creatinine: creatinine huyét thanh

W: 0,85 d6i vdi phu nl. ;

Nhém : D4 thanh théi creatinine - Liéulugng
. ] milphit |

Binh thuging ; >80 10mg 1 14n mBingay
Nhe : 50-79 10mg 1 ldn mbi ngay
Trung binh 30-49 5mg 1 14n mbi ngay
Nang | <30 5mg 1 14n mdi 2 ngay
Bénh than giai doan cudi - bénh nhan dang thdm tich <10 Chdng chi dinh

. .
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Trén bénh nhi suy than, liéu dugc didu chinh cho timg truiing hop thy theo dd thanh thai than clia bénh nhan, tudl va
cannéng.
Bénh nhén suy gan va suy thin; can diéu chinh liéu (xem phan “Bénhnhén suy than vila dén suy than ndng”d trén).

Bénh nhén suy gan: Ngui16n va tré em til 6 tudi trd 1&n: liéu khuy&n c4o 5mg 1 14n mingay.

CHONG CHIBINH
- Cétién sit qué man vdi bat cd thanh phén néo cla thudc, voi hydruxyzma hoac bat ¢ dn xudtnao clia piperazine.
- Bénhnhan suy than nang codd thanh thai creatinine dudi 10mifphat

CANH BAO VA THAN TRONG DAC BIET KHI SUDUNG

Khéng o6 tudng tac c6 y nghiia vé mat1am sang néo vdi rudu (d6i véi ndng dd trong mau 0,5 gft) dudc ching minh 4 liéu
diéutri. Tuy nhién nén than trong khi diing thuic ddng thii véi cac thilc &n, 46 udng oo cn.

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

Khong diing dang vién nén bao phim cho tré em dudi 6 tudi vi dang thudic nay khéing cho phép di éu chinh lidu ding phi
hdp chotré.

Vién nén bao phim Cetirizine dihydrochloride 10 mg

Thudc cd chia lactose. Bénh nhan mic bénh di truyén hiém gap vé khdng dung nap galactose (suy gidm Lapp
lactase hoc giam hdp thu glucose-galactose) khdng nén ding thudc nay.

TUONG TAC THUGC VA CAC DANG TUONG TAC KHAC

K&t qué nghién clu cho thdy khdng c6 tudng tac dude diing hoc gilla cetirizine va pseudoephedrine, cimetidine,
ketoconazole, erythromycin va azithromycin. Trong nghién cu da lidu theophylline (liéu 400mg mét I4n mdt ngay) va
cetirizing, 4 thdy o6 su gidm nhe (16%) d thanh thai cla cetirizine, trong khi d6 mic d phan bd cla theophylline
khong bi nh hudng khi ding déng thdi véi cetirizine. '
Khdng cé béing chiing cho thiy ¢d tudng téc dudc uc hoc bt Idi khi diing cefirizine vdi cimetidine, glipizide, diazepam,
va pseudoephedrine. : '
Khéng c6 bang ching cho thdy c6 tudng tic 1am sang bt Igi khi dng cetirizine vdi azithromycine, erythromycin,
ketoconazole, theophylline v pseudoephedrine. Déc biét, diing déng théi cetirizine vi maa.':rolfde ho#c ketoconazole
cho thdy khdng cd sy thay ddi ECG tudng ting vé& matIam sang.

Trong mét nghién clu da liéu diing ddng thai ritonavir (B00mg hai 14n mBi ngay) va cetirizine (10mg mi ngay), mic db
ti&p xiic voi cetirizine ting khodng 40% trong khi mic d9 phan b cha ritonavir thay d6i nhe (gidm 11%) khi diing déng
thdli wdi cetirizine.

Thiic &n khéng lam gidm muic 4o hap thu cetirizine mac di tdc do hdp thu gidm 1 gid. -

Cdc thinghiém diing da

Thudc khdng histamine tc ché cac thil nghiém di ting da va nén ngiing thudc 3 ngay trudc khi thuc hién céc thi
nghiém nay.

THAIKY VA CHO CON BU

Khanéngsinhsan

Khéng cd dalidu ign quan.

Thaiky '

C6 rat it it liéu 1am sang vé st dung cetirizine & phy n o6 thai. Nghién ctu trén déng vat khéing cho thdy dnh hudng cé
hai tryc tiép hoac gidn tiép dén thai ky, sy phat trién clia phdi, thai nhi, trong khi sinh hoc sau khi sinh. Nén thén trong
khi ké don thudic cho phund cd thai.

Choconbd

Cetirizine qua dudc sda me vdi ndng dd bang 0,25 d&n 0,90 ndng dd do dugc trong huyét tudng, tily thude vao thai
gian I8y mAu sau khi udng thuGc. Do véy, nén than trong khi ké don cetirizine cho phu ni dang cho con bi.
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ANHHUGONG TREN KHA NANG LAIXE VA DIEU KHIEN MAY MOC

Vi liéu khuyén c4o 10mg, khdng o6 b&tcd bidu hién 1dm sang cd lién quan vdikha nang lai xe, van hanh may méc.
Bénh nhan dinh I4i xe, tham gia c4c hoat ddng nguy hiém hoac vén hanh may méc khdng nén ding qué liéu khuyén
c40va nén can nhdc dap ing cia ho Adi véi thudc. .

Pdi véi céc bénh nhan nhay cam, dung thudic dng thasi véi udng rugu hodc cae thudc tc ché than kinh trung udng khac
c6 thé lam suy gidm su tinh tao va khd nang hoat dong.

TAC DUNG KHONG MONG MUON

Céc nghién ctiu 1am sang cho thdy cetirizine vdi liéu khuysn cio gay ra mjt s& tdc dung khdng mong mudn nhe trén hé
than kinh trung udng bao gdm: bufin ngl, mét, chéng mat va nhilc d4u. Trong mot vai truding hop, d4 6 bdo cao vé sy
kinh thich ngudc hé than kinh trung udng.

Méc du cetirizine 12 mdt chat d6i khang chon loc thy thé H1 ngoai vi va gén nhu khdng cé tac dung khéng cholinergic,
trongmdt s ft truding hop riéng 18, tigu kho, rdiloan didu tiét mét va kht miéng da duge béo cdo.

D4 c6 bdo céo vé trubing hdp chifc nng gan bt thuding vdi men gan ting kém theo bilirubin tng. Phdn ldn tu khdi sau
khi ngung diéu tri vdi cetirizine dihydrochloride.

Thitnghiém lam sang

Céc thil nghiém 1am sang ¢6 ddi ching, md ddi, so sénh cetirizine va gid dudc ho#c cac khang histamine khac d lidu
khuy&n céo (10mg mbi ngay ddi vdi cetirizine), trong s6 d6 o6 cac da liéu vé tinh an toan, bao gém han 3200 d&i tudng
dugc cho diing cefirizine.

TU ¢éc di ligu nay, trong céc thil nghiém c6 ddi chiing cetirizine 10mg vdi gid duge, cac tac dung khiing mong mudn
saududc ghi nhan vdi ti1é 16n hon hodc bing 1,0%:

Téc dyng khéng mong mudn Cetirizine 10 mg Gia dugc
{WHO-ART) {n= 3260) {n=3061)

Toan thén - rdi loan fodn than ;
M&t méi 1,63 % 0,95 %
R6i loan hé than kinh frung Ugng vé ngoai vi -
Chiéng mat 110 % 0,98 %
Nhic ddu 742 % 80T %
R6i foan hé tigu hda
Bau bung 0,98 % 1,08 %
Khé miéng 2,09 % 0,82 %
Bufin ndn 1,07 % 1,14 %
R6i logn tém thén ' '
Buén ngi 9,63 % 5,00 %
Réi loan hé hé hép :
Viém hong 1.29% 134 %

Méc di vé mat thdng k& cho thdy hién tugng budn ngll xy ra nhiéu hon so véi khi diing gi4 duge, nhung da s céc
truting hdp chi buén ngd it hodc trung binh. Céc thi nghiém khach quan da dudc ching minh bdi cdcnghién cliu khac
cho thdy diing lidu khuyén cdo mi ngay khéng dnh hudng dén sinh hoat hémg ngay cﬂa ngudi tinh nguyén tré khoe
manh,

Céc tac dyng khdng mong mudn cé ti18 16n hon hosic bAng 1% trén cc tré em il 6 th.ing dén 12 tudi, trong '!hl.[nghlam
lam s&ng c6 d8i ching vdi gid dudc dudc thé hién dudi day: ; .

CIA739708B
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" Téc dung khong mong muén (WHO-ART) Cetirizine (n=1656) Gia dudc (n=1294)

Rdi loan hé tiéu hoa -

Tiéu chiy 1,0% 06%

RGi loan tam thén _ .

Budn ngl 18% 14 %

Réi loan hé hé hép :

Viém mi 14 % 1.1 %

Toan thén — r6i loan toan than , : ; :

M&t mdi ©10% 03% -
Kinh nghiém sau khiluu hanh thufc

Ngoai céc tac dung khdng mong mudnﬂu:;lcm nhan lrong céc nghién clu lam sang dugc liét ké d trén, cic tde dyng
khong mong mudn clia thuc sau day da dugc ghi nhan sau khi luu hanh thudic trén thj truding.
Téc dung khong mong mudn dugc md ta theo céch phén loai theo hé thdng, cd quan MedDRA va theo tin suft udc
lugng dufa trén cdc kinh nghiém sau luu hanh thusc.
Tén sudt dugc dinh nghia nhu sau: r4t phé bién (>1/10); phd bién (>1/100, < 1/10), khong phd bién (= 1/1.000
<1/100); hiém (= 1/10.000, < 1/1.000); r&t hiém {<1/10.000), khong biét (khdng thé udc tinh dya trén d2 liéu oasén}
* Nghién ctiu: ;
Hiém: tang cén
« Réiloan hé tim mach:
Hiém: tim d&p nhanh
o Rdiloan hé mdu va bach huyét:
Réthigém: gidm tiéu ciu
« Réiloan hé than kinh:
Khéngphdbién: dicam

Hiém: co giat
R&t higm: réiloan vi gidc, rdi loan trudng Iuc, rdiloan van déng, ngat, run.
Khong biét: mét tri nhd, suy gidm trinhd
o Réiloan mét: .
Rathiém: rGiloan diéutigt, nhin md, rdi loan van nhan
» Réiloan da day-ruft:

Khéng phébién: tiéuchay
« Réiloan thdnva dudng nigu:
Rathiém: tiéukhd, ddi ddm
» Réiloan da va mé dudida:
Khongphébién: ngUa, phatban T
Hiém: may day ;
RAthiém: phit mach thén kinh, phat ban tai chd ¢f dinh do thude
« Réiloan toan than & tai chd:
Knhéng phé bién:  suy nhugc, cdm giac khd chiufkho &

Hiém: phiiné

o Rdiloan hé miéndich:
Hiém: man cam
Rathiém: sfc phdn vé

o Réiloangan mét:
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Hiém: bétthudng chilc nang gan (tang transaminase, alkaline phosphatase, y-GT, bilirubin)
« Réiloan tdm than:
Khéng phdbién: lo4u

Hiém: hung hang, ¢ 14n, trdm c4m, hoang tudng, métngu

Rt hiém: may cd
Théng béo cho béc sy nhilng téc dung khéng mong mudn gép phéi khi diing thudc.
QUALIEU
Triéu chifng

Céc trigu chung ghi nhén dugc sau khi dung qué fiéu cetirizine ch yéu lién quan dén céc téc dyng trén hé than kmh
trung udng hoac céc tc dung khang cholinergic.

Téc dyng khdng mong mufin dugc ghi nhén sau khi ding mt liéu it nhét gép 5 14n liéu khuyén cdo hang ngay: Id 1dn,
liéu chay, chéng mét, mét, nhic d4u, khé chiu, gian ddng tl, nga, bdn chén, an thén, budn ngd, sdng sd, tim d4p
nhanh, run vé bi tiéu. .

Xirtri

Chua cé thudc gidi dbc dachiéu cho cefirizine.

N&u xay ra qué liéu, bé&nh nhan cAn dugc diéu trj triéu chung va diéu trihd trg.

Khéng hiéu qu trong viéc loai cetirizine ra khdi cd thé bAng phuong phap tham tach.

PAC TINHDUGC LY

Dudc Idc hoc

Cetirizine 1 chét khang histamine manh va chon loc trén céc thy thé H1 ngoai vi. Cac nghién clu vé gin két vai thy thé
in vitro cho théy thusc khdng c6 4i luc dang ké vi thy thé ndo khac ngoai th thé H1. Thuc nghiém ex vivo trén chudt
cho théy cetirizine diing toan than chiém s& lugng khdng ddng ké cécthy thé H1 d ndo.

Ngoai tic dung khang thy thé H1, cetirizine con thé hifadc dung khang di Ung: vdi liéu 10mg mdt hgac hail&n mbi
" ngay, cetirizine Uc ché sy tap két cic t& bao viem & giai doan mugn, dac bséilaham cAu diioan, & da va két mac clia
céc i tugng di Ung cb tiép xuic véi dj nguyén, va véi liéu 30mg/ngay dc ché sy di chuyén clia bach cu 4i toan frong
dich rlfa phé nang trong giai doan mudn cla co that phé quan & ngudi mac bénh hen khi hit phi tic nhan gay dj dng.
Ngoai ra, cetirizine con Uc ché phan Ung viém giai doan mugn trén bénh nhan méc may day man tinh bdi sy tham nhap
kallikrein trong da. Thudc ddng thisi cling c6 tac dyng lam gidm sy xudt hién clia cac phén tl gén két nhu ICAM-1va
VCAM-11a nhilng d&u chi diém clia phan Ung viém di ing.

Nghién cdu trén ngudi tinh nguyén khoe manh cho thdy cetirizine liéu 5Smg va 1Dmg Iam gidm d4ang ké phan ung sdn
phit v héing ban do néng dd rét cao clia histamine trong da géy nén. Sau khi ubng liéu duy nh&t 10mg, thudc bt ddu
c6 tc dung trong vong 20 phiit trén 50% d6i tugng thi nghiém v trong vong 1 gid 3 95% dGi tudng. Tac dung nay cla
thudc duy tri it nhét 24 gis sau khi ung mdt liéu duy nhat Trong mét nghién cliu kéo dai 35 ngay trén tré em tif 5-12
tui, ngudi ta khéng thiy c6 sy dung nap i véi tac dung khang histamine (chding sén phiiva hding ban) ciia cefirizine.
Sau khi duing nhiéu 14n cetirizine, khi ngung diéu trj, da phuc hdi lai phan (ng binh thuting vdi histamine trong vbng 3
ngay.

Dudc dong hoc

Cetirizine ¢ dng hoc tuy&n tinh & ld:oénghéu 5mg - 60 mg. Théi gian ban hly cudi ciing clia thuSckhodng 10 gid va
thé tich phan bé biéu kién 1 0,50 Ukg. Khéng thy co sy tich iy cetirizine sau khi ding liéu hang ngay 10 mg trong 10
ngay. Néing a6 dinh trong huyét tuong 4 trang théi dn dinh l4 vio khodng 300 ng/ml va dat dugc trong viing 1,0 £0,5
gits. Bd gan két cla cetirizine vdi protein huyst tuong 1a 93 +0,3%. Cetirizine khéng lam thay ddi sy gé&n két proteiricla
warfarin. -

Cetirizine khéng irﬁ: qua chuy&n héa bude d4u & gan nhidu. Khodng 2/3 liéu dugc bai tigt khdng ddi qua nudc tiu. Su
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phan b c4c théng s& dude dong hoc nhu ndng db dinh trong huyét tuidng (Cmax) Vé dién'tichdudi duting cong (AUC) 12
gidng nhau & nhiing ngudi tinh nguyén, vé khong thay su khac nhau vé ddng hoc clia cetirizine gidla nam gidi trudng
thanh da den va da trang. Muic dd hdp thu cetirizine khdng bi gidm bdi thic an mac di tSe dd hdp thu ¢ gidm. Mic do
sinh kha dung clia cetirizine dudi dang dung dich, dang vién nang hodc vién nén 14 gidng nhau.

Céc dditugng dic biét

Ngudi cao tudi

Trén 16 dBi tugng nguidi cao tudi, sau khi udng métliéu don 10mg, thdi gian ban hily tang khodng 50% v d6 thanh thai
gidm 40% so vai ngudi binh thuding. Viéc gidm @5 thanh thai & nhiing ngudi cao tudi inh nguyén nay cb vé 1& do suy
giam chucnang than.

Tréem

Thai gian bén hily clia cetirizine khodng 6 gids & tré 6-12 tudiva 5 gits 3 tré 2-6 tudi. G tré sd sinh va tré tir 6 théng dén 24
théng, thi gian ban hiy gidm cbn 3,1 gid.

Bénh nhén suy thén

Dugc ddng hoc clia thude & bénh nhan suy than nhe (66 thanh thai creatinine cao hdn 40mliphit) tudng ty nhu & ngudi
finh nguyén khde manh. Bénh nhén suy than trung binh ¢4 théji gian ban hiy tang gdp 3 14n va dd thanh théi gidm 70%
$0 v6i ngudi binh thuding. Bénh nhan thdm phan mau (thanh thai creatinine dudi Tmliphdt) udng liéu duy nhat 10mg
cetirizine cd thdi gian bén hily tang gdp 3 14n va d6 thanh thai gidm 70% so vdi ngudsi binh thuding. Cetirizine dugc dao
théi kém bdi thdm phan mAu. Cn diéu chinh liéu cho bénh nhan suy than midc dd vila dén nang.

Bénhnhén suy gan

Bénh nhan méc bénh gan man tinh {b&nh t& bao gan, U méat va xd gan do i mét), dung don liéu 10mg hnac 20mg, ¢6
thdi gian ban hiy tang 50% va df thanh thai giam 40% so vdingudi khde manh. Cén chinh liéu cho bénh nhan suy gan.

HAN SUDUNG

60 thang k& tif ngay san xust
BAOQUAN

Dusi 25°C

DEXATAMTAY TREEM

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

SAN XUAT BGI
UCB Farchim SA
Z | de Planchy, Chemin de Croix Blanche 10, CH-1630 Bulle, Switzerland

BONG GOIBGI
UCB PharmaS.p.A
Via Praglia 15, 110044 Pianezza, ltaly

@GIaxoSmithKline

ZYRTEC 4 nhén higu thudng mai cia GlaxoSmithKline group of companies.
Dufa trén NCDS 01 ngay 21 thang 11 nam 2011.
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