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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

szii-ﬂ@ 5mg

Levocetirizin dihydrochlorid 5mg

THANH PHAN

Mivign nén bao phim chila 5 mg Levocetirizin dibydroclorid.

Ta duoe: Microcrystallin cellulose, Lactose monohydrat, Colloidal anhydrous siica, Magnesium
stearat, Opadry Y+1-7000 ichdia Hypromellose (E464), Ttanium dioxid (E 171), Macrogol 400},

QUY CACHBONG GOI
Hép 1 vix 10 vién nén bao phim -

DANG BAOCHE
Viénnén bao phim

CHIBINHBIEUTRI

Levocstinizin duge chidinh didu britrigu ching di kém vdi céc tinh trang di Ung;
- Viégm miidjing theomia (baogfm ca cac tigu chiing & mat).

— Viémmaiid| dng quanhnam,

— May day man tinh.

LIEU LUGNG VACACHDUNG

Thuéc diing duding udng mét i4n duy nhét trong ngay, nubt nguyén vién thusc cing vdi chat

I3ng va ¢ thé ubing ciing hoac khng ciing véithic an.

» Ngudildn vatrd em trén 124udi: idu khuyén cdo mbi ngay 14 5 mg (métvién).

= Ngul cao tudi: Dibu chinh by dugc khuysn cdo & ngudi cac 18 véi finh trang suy than
mile 86 trung binh d&n nang (xem phin Bénh nhdn ngudildn suy thén phia dudi).

» Tréem tif6 dén 12 tudi ibu khuyén cdo mdi ngay 1a 5 mg (mé! vién).
« D3I véi tré em dudi 6 tudi: dang bao ché vign nén 5 mg khang phiz hop vdi tré em dudi 6
tudi.
« Bénhnhan ngudildn suy than:
Céin didu chinh khodng cich gila cdc ligu ding tuy theo chic ndng thin cla iing ngudi .
Tham chifu theo bang dudi ddy va didu chinh li60 theo chi dinh. BE sl dung bang tinh lidu ndy
cén tinh duge d thanh thai creatinin cla bénh nhdn CLer {ml/phdt). CLu[mUpl'u&!}oéM
duigc udetinh dyfa trén creatinin huySt thanh {mgfdl) theo cbng thic sau day:
- (140 - tubi {nam)] x thétrong (kg) _ . o5 4
?Exmtamnhuyirmanh{mw rr kel

Didu chinh lidu dling theo mic dd suy than trong bing sau:

Nhém D4 thanh thii creatinin Lifiu ugng
mifphidt

Binh thuling > B0 1 vitn méi ngay
Nna 50-79 1 vitn mdi ngdy
Trung bink 3049 1 vidin el 2 ngdy
Nang <30) 1 vign mbi 3 ngdy.
Bonh than giai Soan culli - <10 -Chéng chi dinh '
béinh nhan thim tich mau

Bénh nhi suy thin: Ching chi dinh diing levocetinzin cho tré em 6 dén 11 tudki bi suy than
{xem phan Chéng chi dink), O tré em trén 11 tudi bi sy than, liéu diing cAn duge diéu chinh tiy
theo tiing bénh nhan dita vao d thanh thai than va can nding cla Iné. Khong cd d0 lidu cy thé
{rén tré bj suy than,

Bénh nhan suy gan: Khang cAn chinh liéu vai bénh nhan chi cé suy gan. Néu bénh nhén vila
suy gan vita suy thin thi chinh iéu theo milc 86 suy than (xem phén Bénh nfdn nguity Idn suy
thintrénday).

THOIGIANBIEU TR
WWM&MMMMEWN‘IQ“WMW@MNWM
reim); iéc didu tr phai dya trén bénh va tign s:menh.oatrémmuﬁarmymham
chiing va sidyng lai khi céc tridu ching 13 dién.

Trang truling hop vidm moi dj ung dai ddng (trigu ching > 4 ngiyltudin hodc kéo dai trén dtudn
mitnam): nén diéu tr lién tuc sudt thel gian o6 ipxic voi dinguyén.
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D4 ¢ kinh nghiém Iam sang vé viéc c6 thé sif dyng vién nén bao phim levocetirizin vdi liéu
trinh it nh&t 6 thang. D3 vi may day man tinh va viém mdi dj ing man tinh da c6 da lidu nghién
ctiu 1am sang vé thdi gian didu tri Ién d&n 1 nam dGi voi hgp chét racemic.

CHONG CHIDINH

Chéng chi dinh dung levocetirizin trong cac trubng hdp sau:

o C6 tién st m&n cam véi levocetirizin, vdi cetirizin, vdi hydroxyzin, voi ddn chét piperazin
hoac vdi bit cu t4 dugc nao (xem phén Canh bdo va Thén trong).

¢ Bénh nhan suy than nang vdi dd thanh thai creatinin dudi 10 mi/phat

« Tréem6dén 11 tudibisuythan.

CANHBAOVATHAN TRONG

Rugu '

Thén trong khi diing thudic lic ung rugu (xem phén *Tuong téc").

Nguy ca bitiéu

Do levocetirizin c6 thé [am tang nguy co bi tiéu, nén than trong & bénh nhan c6 cac yéu t& dé
ddn dén bitiéu (vi du, tn thudng tly sng, tang san tuyén tién liét).

Nhi nhi v tré dudi 2 tudi

Ngay ca khi co mét s8 da liéu 1am sang 4 tré 6 thang 6én 12 tudi (xem phdn Phan ting bét Igi;
Duge lyc hoc), cac ddlidu nay khdng di 6& hd trg cho viéc st dung levocetirizin cho nhii nhiva
tré dudi 2 tudi. Do d6, khdng khuyén cdo diing levocetinzin cho nhi nhi va tré dudi 2 tudi.

Tré dudi 6 tudi

Khong nén ding XYZAL dang vién nén bao phim cho tré em dudi 6 tudi do dang bao ché nay
khéng cho phép chia liéu phis hgp cho tré dudi 6 tudi. Nén diing c4c dang bao ché khac cia
levocetirizin danh cho tré em.

Lactose

Thudc nay c6 chia lactose. B&nh nhan c6 van dé di truyén hiém gap vé ching khdng dung
nap galactose, thi€u hut Lapp lactase hodc kém hdp thu glucose - galactose khdng nén ding
thudc nay. '

TUONGTAC

Chua c6 nghién cliu tuong tac thudc cla levocetirizin (bao gém chua c6 nghién ciu vdi nhing
chét cAm Ung CYP3A4). Nniing nghién cdu vdi hop chét racemic cetirizin cho théy khong c6
C4c tuong téc bat Igi lién quan vé mat Iam sang (vdi antipyrin, pseudoephedrin, cimetidin,
ketoconazol, erythromycin, azithromycin, glipizid va diazepam).
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Theophyliin: Giam nhe 0 thanh thal cetirizin (16%) da duge quan sat trong nghién clu ding
da liéu phdi hop vai theophylin (400 mg 1 1én/ ngay); trong khi 6 theophyllin c6 khuynh hudng
khong b thay adi khi diing 6dng thii vdi catirizin, ’5{1

Ritenavir: Trong mét nghién cuu da liéu ritonavir (liéu 600 mg 2 mﬁrngéﬂvﬁcehrmn[lﬂ
mg méi ngay), muc &0 phoi nhim vii celirizin taing khodng 40% trong khi sy phan phdi cla
ritonavir thay d8i nhe (-11%) khi ding 88ng thai vdi cetirizin, L

Thulc an: Muc @ hap thu ciia levocetirizin khong bi giam b thic an, méc dis 15¢ dd hap thu gidm.
Rugu: & mét 58 bénh nhan nhay cdm, viec st dyng ciing lie cefirizin hoac levocetirizin voi
rugu hoac thudc de ché thén kinh trung uong khéc cd thé cing tam gidm sy tinh tdo va hieu
sudt cong viée,

DE TRANH TUGNG TAC THUGC CO THE XAY RA, HAY THONG BAO VOI BAC SY HOAC
DUGC SYNHUNG TRILIEU MA BAN DANG TIEN HANH.

THAIKY VACHOCONBU

Khinangsinh san

Chua cd dillidu cd lién quan.

Thaiky

Can nhac sl dung levocetinizin cha phu nil cf thai ndu cin. DJ lidu vé vidc st dung
levocefirizin @ phy n cd thai khéing c6 hoac han ché (dudi 300 két qua ca phy nd ¢b thai), Tuy
nhién, m! lugng idn da liu (hon 1000 két qua cia phu n o6 thai) vé viée st dyng cetirizin,
déng phan racemic cia levocatirizin, © phy nd ¢& thai chi ra ring thudc khdng gay quai thai
hayddclinh trén phdithai va Iré sd sinh,

Cac nghién ciu trén d6ng vat khdng cho thily nh hudng ¢ hai tnic tiép hoac gidn 1i€p 1én thai
ki, sy phat rién clia phéi thaifthai nhi, qué trinh sinh dé, hoae su phét trién sau sinh,

Do cdcnghién clu vé kha nang sinh san irén déng vat khdng phai lic nao cling du dodn dudc
ddp Ung trén ngudi, chi st dung levocetirizin trong thal ki khi that cn thist.

Choconbi

Cin than trong khi k& don thube cho phy ni dang cho con bi. Cetirizin, déng phan racemic
clialevocetirizin, dugc chala bai tiél vao sla me. Do vay, cd thé levocelirizin cling dugc bii it
vao sia me. C4c phan Ung batIgi lién quan dén levocatinzin ob thé quan satthdy & tré b me.
Knong khuyén cdo sil dung levocetirizin cho phu ndl dang cho con b,

ANH HUONG LEN KHANANG LAI XE VA VAN HANH MAY MOC
Céc thil nghiém 13m sang, 50 s4nh d3 khdng dinh levocetirizin khdng dnh hudng dén sy tinh
t4o, kha nang phan Ung & kha nang l8i xe khi dung & ché 40 lidu lugng khuyén cao. Tuy nhién,

mit s bénh nhan oo 1hé cam thay budn nigld, mét mdi, suy nhuge khi dang didu trj vai
lavocelinizin, Do do, trude khi |4 xe, thuc hién cic hoat ddng mao hidm, van hanh méy méc,
ngudi benh nén theo di phan Ung cda co thé d8i véi thudc.

PHAN UNG BAT LG
D@ ligu thif nghidm lam sang
Trong c4c nghién ciu diéu iri & nll vA nam 1 12 - 71 Wi, 15,1% bénh nhan trong nhom s
dung levocetinzin 5 mg gap it nh&t mét phan dng bt g cla thude 50 voi 11,3% trong nhom sd
dung gia duge. 91,6% cac phan ing bt g ciia thude nay d mic dj nhe d8nvila,  *
Trong céc thil nghiém didus trj, 1 18 bénh nhan phai chdm dit nghién cu s6m do cac bidn o
bét koi k& 1,0% (9/935) & nhdm ding levocetirizin 5'mg va 1,8% (14/771) 0 nhém ding gid
mc&ma@md@uﬂmmmmnmmmmmywm
hang ngayla 5 mg.
c&:phanungba*tbld.ncﬁétkémaay:éphwhémqwndl.vavaohlednm.
Ritphdbién =110
Phé bidn =1/1008&n <1110 i
mnongphﬁb-én >1/100066n <1100

>1/10.000 dén <1/1000 |
R.ﬂl'ﬂﬁ'ﬂ <1/10.000
Khéng bigt {khéing thé udc lugng tir dB idu cd séin)
Réiloan hé thdn kinh
Phé bién: dauddu, bubnngl
Réiloan tiéu hoa
Phi bidn: khi miéng
Khéngphébién: daubung
Réiloan toan thén va tai ché
Phé bién: mé moi
Khéngphébién:  suynhuge
Céc phin ing bt igi lién quan d&n tc dung an thén nhu budin ngd, mét mdi va suy nhuoc xéy
ra phi bién han & nhém sl dyng levocetirizin 3mg (8,1%) o vdi nhom ding gid duge (3.1%).
Céc phan dng bat loi bd sung od § nghiia y khoa quan sat thay vai t 1§ cao hon so vidi gid duoc
trén ngudi In va thanh thiéu nign 12 twdi trd ién c6 phoi nhiém voi levacetirizin A nadt (0,2%)
vatangedn (0,5%).
Bénhnhi
'rrong2ngmmamwaﬁuhangvdxgladmﬂmnhnmmmagm11m.mmwamdi
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QJedd

@ dudh 6 k. 158 bidnh nhin phak nhilken vék levocetnizin d g 1,25 mgingdy trong 2 kdin va
1,25 mg x 2 nnglry hudng Ung. TT1 e phiin Ung bt ki cla thulc sau Al Guoc béo cso &
nhéem ding levocetinizin. )

Mhh“‘l 43

Phé b i logn i ng -

Réilognbé thdnkinh

Phé b budangd

Réi logn béu hda

Phi bidin: tibu chidy, thobéa

Khdeagphbbin:  nda
dﬁ&izmmwmmwwﬁmﬂﬁmmmmmam
tré phoi nhidim vai levocetnizin 5 mgingdy trong cic khodng ™Al gan khic nhau dao ddng W
Gk 1 tulin 6n 13 tudin. T1 4 phisn Ong btk cla thudc sau 63 AUOC bido cio:

Réilognhg hdnkinh ¥

Phé bider. budarg 5

KndngphSben:  daudlu i

RéSi logn hé hp, King ngusc v trung thik
Phd bkl ho

R logn todn thin v tai o
P b sit ¢
Lu f ring ngary ¢ khi 00 60 Béu m sang Auoc ¥inh by rong phin ndy & ¥ 6 thang dén 12
tli, ching ¥ khdng ob & o iy & hd irg vide s dung sdn o) i v 1 U 2 1.
D0 hu sau khi i hanh thusc
Ngodi nhdng phdin Ong bit il e béo €0 rong qud rinh ~ghibn clu lim sng vi duoc it
i trén &y, mdt 8 phdn Ung bt i clia thlic £t Ném olp &8 AOC B0 40 S3u ki s phdm
lu hnh trén thi tnadng nh sau: I
R logn hé madin cich
Knding thé uic kgng 1 82 v 06 sdn qué min ké ca phn Ung phin vé
R logn chuyén hiéa v dinh dudng
Khdng thé uic luong b0 by 06 sdn: ting cln, 1ing cim giéc 1hm an
R loan tim thin
Kheg thé c ugng N0 sy 06 sdn: hung hdng, 1o i, $0.gie. Irlm chm, mdt ngd, y Grh iy
Réiloan by thénkinh b
Khding thi udc lugng W 62 b c6 sdnc co gidt cim gide khic Iding, chodng vang, ngét run
réy.rGloanvigde 3
Réi logn vé milt

1§51

]
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R logn e v mmé o

Khing e uisc iung 1 40 b of sder chdng mae

R ioin v tim

g thif ute lugng 1 &0 S o sl dieh Bitng nguE, il B ahach

R boan o) I hlfp, i g i Brung Sl

Khdng i ude ugng U &) pw o sder it 1S

R ko M b Ao :

Khdrg hd U ong 10 &0 i o sl buudin ndn, nde, 5w chiry

Ri% legn ganat

Kning B U 1oreg A2 o6 s vibm g, 1 nghbem chiz ndng gan b thulng
Rifi kg cha v 0 S cly

Kndeg I i b 1 60 M 00 sl mmw-m&qmn:msmm
phit ban, sy day.

R kg o 00 xuiing vl md e il

Khéing thé uide b 1 0 by o0 sn: Gau 00, dau kv

R iogn thdn v 8¢ s :
mﬁmmwnmwﬁmmum

R logn 1odn i v &g 0

mﬂmnammﬁmﬁ

mmnm&ﬂmm-ﬁﬂﬂmﬁ'hﬁ

QUA LUty

Tridu ching vi dis Mo
m.amullumﬂmmnﬂﬁemmmeuuuﬁmbhnw
chéin, batel sau 80 8 ngl ph

Xt qpod iy 3

Crusa of S gidé Al &3 hidu 86 v imvocetirizin. Néu iy ra qud S S 1 indu chirg
Peode iy i B g duoc kwalin cho. Thilm bl miu iehing o6 hdu qui trong whe i logl
vooetAnn.

Vil theo 02 binh nihdn mmmummwwmﬁmummm
Scouicganbuch | .

DUGCLY LAM SANG ?
Duoc e hox '

N duspc didu trf

Mmmmmmmm

MIATC

ROGAEDS

Cochétic dyng/ Tecdyngduiic e

Muﬁmﬁmm&m-mummnmm

ol thy ™ H1 ngoai vl

mwmwnmmmmwmnmuummm

rmol). Levocetrizn o & kic 06 vl Py i H1 cao hon glp 2 U 50 v cotrizie (6,3

remoll) LewoosSrigin Lo o0 ki My T H1 v 02X gian Bl thie 1 115 & 38 pivie

?‘m?mmmmmmwmwmmwﬂmqﬂﬂ
Huddgs

Cic nghidn oy duce e hoc & ngui foh nguyln khod manh cho hlly, & mit nla i,

Sevooatrizin 00 hoat Binh iuong duong cesrzin, ci ddava dm.

:mmmmmmm:cmmmmquhmﬂ
chirg.

Trong mét nghidn 60y 50 sdnh idu qui ol levocetirizin § mo, desiontsdin 5 g va gt dude

e Dieh i b adin ph v hng ban do Matamen, L qui cho TNy Ievocetezin lbm gidm

mﬁulﬂmiﬁﬁﬂh&gmmﬂmﬂpﬁﬁﬂnﬂﬂﬁ

(0,001 50 v gal curic v desioratading

rmwwﬁﬁmﬂmmmmmmnmqu

wﬂgumtmﬁhﬂmmwumﬂmelﬂm

Trong cic nghin cu in vl (buling Boyden v i thudt i 15p ¥ bio) cho iy levocetinizin Oc
(1 5y & chuylin us i md olis bach el & oan glly ra do ectaxin cA O ¥ bao da va phél Cac
mb hinh irong v rgodi co T sling (in vvo & ax vivo) trin g vt cho thily khing o &t
hudng dang b trie hogt tint cholnengic vl sercionnenge Tuy rtsln, ong chc nghin o) e
sdng. ki madng Suding oy ra vél levoostinzin ham 5o vl ol durc. Cie nghidn clu pdn it iy
thé in witro cho Ty hulc khing o & e 05 i & une val By Tl ndo ke ngoil thy thifH1.
Cibe ngPaden ol theo iy hudt phing xa by g (Atoradographic stuses) vl levocetrizin &don
iy phong xa & chudt cling cho By levooetinzin thim nilp idhing ding b vio rdo Cle
mmﬁﬁwmammwmmumm
s8ung cac thy thil H1 & rdo mitcach ding uf maﬁhmmwﬁm
Jmmﬂmmmunmmmﬂhmm
levooetinizia § mg bong 8§ g A sau kK gy ra phin dng & philis hoa, -ui
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dugc & 14 bénh nhan ngudi ldn: Uc ché sy phong thich VCAM-1, diéu hod tinh thdm mao mach
va gidm sy thu hit bach cdu ditoan.

Dudc ddng hoc

Duge ddng hoc cla levocetinizin 13 tuyén tinh, khdng phu thude béu va thas gian va it 06 sy thay
a6 gita cAc ¢4 thé. Dac tinh dugc dng hoc 1 tudng tu khi diing nhu mdt cht déng phan 65 hinh
dan hodc cetirizin. Khdng ¢6 sy chuyén dang déng phan xay ra trong qué trinh hap thu v thai trir
Hiép thu

Levocetirizin hdp thu nhanh va nhiéu sau khi ubng. O ngudi Ién, ndng 84 dinh trong huyét
ulongdalduocﬂméngosglbsaukhludng “Trang théi 6n dinh dat dugc sau 2 ngay diéu tri.
Néng dd dinh dién hinh I&n lugt 12 270 ng/mi va 308 ng/mi tudng Ung vai khi udng liéu dan va
lap lai vdi lidu 5 mg x 1 14n/ngay. Muc dd hap thu cla thubic khdng phy thudc liéu va khdng bi
anh hudng bdi thiic &n, nhuing néng dd dinh dat dugc lai bi gidm va cham hon.,

Phénbé

Khong c6 sdn da liéu vé phan b tai md & ngudsi ciing khdng 06d iéu no vé con dudng di qua
hang rao méu ndo clia levocetirizin. O chudt eng va chd, nbng dd trong mé cao nhét duge im
thdy & gan va thén, thap nhétd khu vuc hé than kinh trung uong. O ngudi, 90% levocetirizin gén
vdi protein huyét tuong. Phan b clia levocetirizin kha han hep vdi thé tich phan b6 14 0,4 kg,
Chuyén héa
Macdad:uyénhoawaiemhnzmﬁngwithan%walnéudemaywkhachetdoda
hinh thai di truyén hay khi ding d6ng thdsi véi céc thudc tc ché men dugc cho 13 khdng déng ké.
Nhiing dudng chuyén hod bao gom oxy hod nhan thom, dealkyl hoa gic N-va gbc O- va lién
hop véi taurin. Con duding dealkyl hod chil y8u qua trung gian CYP 3A4 trong khi con dudng oxy
hoé nhan thom thudng lién quan d&n nhiéu ddng phan men CYP valhodc cac déng phan men
CYP chua xéc inh. Levocetirizin khdng tac ddng Ién hoat tinh cia cac isoenzym CYP-1A2,
2C9,2C19, 206, 2E1 va 3A4 & ndng 8 cao hon ndng 4 dinh dat duge saukhi ubng liéu 5mg.
Do chuyén ho4 thdp va khdng c6 tiém nang Uc ché chuyén hod, tuong tac cla levocetirizin voi
cdc chdt khdc hay nguoc lai khong xay ra.

Thai trit

Thai gian ban thai trong huy8t tuong & ngudi 16n 12 7,9 + 1,9 gid. Thasi gian ban thai ngan hon &
tré nhé. Téng thanh thai toan than biéu kién trung binh & ngudsi Ion 1 0,63 mlphutkg, Budng
thai trll chinh clia levocetirizin va chat chuyén héa ka qua nudc tiéu, chiém trung binh 85 4%
clia lidu dung. Thai trif qua phén chi khodng 12,9% clia liéu dung. Levocetirizin dugc bai tist
qua qué trinh loc cla cdu thén va sy bai tiét chi ddng tai 6ng than.
Cﬁﬁﬂmmﬂmﬁchﬁi

Tréem
GRKON11C

2
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D it nghién ciu dude ddng hoc trén 14 tré em 6-11 ludicn néng trong khodng 11 20 &8n
40 kg udng idu don Smg levocetinizin cha thiy cac gid tr| C., va AUC Idn hon khodng 2 in so
wdi & d6i tugng ngudi Idn khdemanh trong mdt nghiln cliuso sanh chio. C_, trung binh 12450
ng/mL dat duge & thési gian trung binh I3 1,2 gid, tng a8 thanh thai toAn than chuén hba theo
¢An nang I8n hon 30% va thi gian ban thi ngdn hion 24% & nhdm bénh nhi so voi & ngud idn.
Chua c6 cAc nghign cdu duoc dng hoc chuyén biét duoc tién hanh trén tré dudi 6 tudl. Phan
tich duic ddng hoc hii ey thea nhom tudi dudc tién hanh trén 324 i tuong (181 tréem 11
dén 5 tudi, 18 tré em 11 6 d6n 11 1udi, va 124 ngudi 16n 14 18 dén 55 twdi) ding don hay da lifu
levocetirizin trong khodng tif 1,25 mg d8n 30 mg. DO ligu kif phan tich ndy cho thay ding 1,25
mg m@l Ian mdi ngay cho tré em & thang dén 5 tudi, uﬂuocﬂnhnﬁngdﬁuwuhuﬂtm'lg
mngwﬂﬂldnmﬂlldndungsmgmw&mrﬂngﬁy

Bgnhnhén cao tudi

D liu duge ding hoo d bénhnhdn cao tudi cbn han ché. Saulﬂﬂdurgmu&lglﬂphfmﬂlm
mdi ngay trong 6 ngay (30 mg levocetirizin) & 9 d6i tgng cao ludi (65-74 i), t8ng B9 thanh
thai toan than thap hon x8p xi 33% so véi & ngudl 10n tré twéi hon. DI idu cho thdy phan bé
cetirizin dang dng phan racemic phy thudc vao chilc nang than hon 13 phy thudc vao k. Phat
hién néty cing duige &p dung vii levocatirizin, i levocetinizin wh cetirizin 8 thal trll chii yéu qua
niudc tiéu. Do 46, nén chinh lidu levocetirizin theo chic nang thin 4 bénh nhan cao tud,

Suy thén

Tibng a6 thanh thi bidu kign clia levocetinizin tuong quan voi 4 thanh thai cda creatinin, Vithd
phai khuyén nghi 8iéu chinh khodng cach gida cac héu ding cla levoetinizin, dua trén 4o
thanh thai creatinin & bénh nhan suy than muc 49 vita va nang. G ngudi banh thén gial doan
cudi vb nigu, tng thanh thai oo thé bl gidm khodng 80% so vai ngudi binh thuong. Ludng
levocetirizin dudc thal logl trong subl qua trinh 4 gi thdm tach médu chidnla <10%.

Suy gan

Dugc ddng ho cla levocetirizin & bénh nhan suy gan vin chua dugcthir nghigm. Banh nhan
mée bénh gan man tinh (bénh 1& bao gan, U mal va xd gan do mal) ding 10'hoac 20 mg
cetirizin hop chat racemic dudi dang liéu don c6 this gian ban thai 1ang 50% cling vai 60 thanh
théi gidm 40% so voi cac ddi twong khde manh. f

Céc dic diém khac cia bnh nhin |

Giditinh

Anh hudng ciia gidi tinh trén dudc ddng hoc 48 duge ddnh gid cho 77 bénh nhan (40 nam, 37
niZ). Théi gian bén thai hol ngén hon & nd (7,08 + 1,72 gi0) o voi & nam gidi (8,62 £ 1,84 4id);
tuy nhi&n, d& thanh thai todn than ding qua dudng ubng didu chinh theo trong lang ca thé &
il (0,67 +0,16 mLiphittkg) duting nhu géin ging nam gidi (0,59 + 0,12 mLiphit/kg). Céc ligu

hang ngly va khodng céch gilla céc liéu gising » Muwﬁdmﬂmnamvﬁnﬂwmﬁcm
thén binh thuding.

Chiing to¢ r

Chua nghi&n cdu dnh hudng cla chiing Wc 4 vol levocetinizin, Do levocetinizin chd yéu thai
{rif qua thin va khiing oo khdc bigt quan trong vé chidng tc 481 vdi 4 thanh thal creatinin, dac
tinh duge ddng hoc cda levocetinzin khing dugc cho 1 o6 sy khac bidt gila cac ching the:
Chuga quan st théy su khac biét o6 fién quan dén chiing ¢ d6i véi ddng hoe cda cetirizin dang
TACRMIC,

Cac nghién ciu lim sang

Higu qua va 6 an loan cla levocetifzin d3 duge chiing minh trong mét s8 thi nghigém Lam
saing mi a4, 68 ching vai gid dude & bdnh nhan ngud 6 bi viém mii di ing theo miia, viém
mii dj ting quanh nam hodic viém mii dj ing dai ddng, Trong mGt 58 nghign cilu, levotetinzin
ciing chothy t8c dyng c3i thign dng ké cac tridu ching viém mdidj dng ké ci nghet mii.

Mot nghién ciu 1am saing trong 6 thang thuc hién trén 551 bénh nhén (ké c 278 béah nhan
diéu tri véi levocetirizin) viém mi dj Ung dai ddng (Inéu chilng Xy ra 4 ngéy trang tudn trong il
nhdt 4 tudn hién tiép) nhay cam vai matbyi nha va phn cd cho thay levocetirizin 5 mg e6 hidu
qué |8m sing va o6 § nghfa thing k& so vdi gid dugc trong vide gidm t8ng didm tridu ching
vigm m0i dj g trong sudit théi gian nghién cau, ma khaing o6 bt ki su gidm nhanh d4p dng
vl cdc I8y thudic k& iEp, Trong sullt thol gian nghién oy, levocetinizin cii thidn déng ké chat
Iuigng cude séng cla bénh nhan,

Hai nghién ciu lm sang déi ching voi gia dugc vE hidu qua v tinh an toan cia levocetinzin
vign nén d8i vdi iré em d4 dude thue hign trén cdc binh nhi ti 6 dn 12 twdi mac viém mii dj
ting theo mia va viém mili d Ung quanh nam, Trong ca 2 nghién cilu, levocetinzin cai thién
déing ké tu chiing bénh va tAng chilt lugng cudc sng lién quan dénsdc khoe.

Trong mét thil nghidm 1am sang d6i ching gia duoc trén 186 bénh nhan mac bénh may day
man tinh v can, ¢ 85 bénh nhén dugc didy tri vdi gia duge va 81 bénh nhin ding levocetinizin
& mg mOt in mdt ngay trong vong 6 tudn. Didu b bng levocetirizin lam gidm déng ké mic dd
ngiia so vl gid dugc ngay sau 1 ludn didu Ir] ddu tién vA trong sudt ligu trinh Giéu L,
Levocetirizin ciing cha théy tac dung cai thién chét luong cubc séng lién quan dén sickhde so
val gid ddgc, duoc danh gid theo Chi s8 Chal lugng cudc s6ng vé khia canh Da libu
{Dermatology Life Quality Index).

May day man tinh vb can da dugc nghién cdu nbu 12 kidu mAu cho cac inh trang may day. Do
sy giai phong histamin 14 nguyén nhan cla cac bénh may day, levocetiizin ducc mang dgi 1
dern i higu qua gidm trigu chiing cac logl may day khac, nﬂommémfdarmnlhhvﬂw

M3 lién hi giia dudc dong hoc va dudc Iyic hoc

& i



https://trungtamthuoc.com/

Tac dong trénphénﬂngdagayradohistaminlakhagmquandénnéngdd:nthuﬁctrmg
huyéttuong.
Dién tam aémngchuma‘{tacaonghenquanm levocetirizin trén doan QT.

HAN SUDUNG !
60 thang ké ti ngay san xuét
Khong diing thudc sau han sl dung ghi trén hop thudc va vi thudc.

BAOQUAN -
B0 quan & nhiét 0 dudi 30°C.

PEXATAMTAY TREEM
POC KY HUGNG DAN SUDUNG TRUGC KHIDUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

SAN XUAT BOI
UCB Farchim S.A., Z.|de Planchy, Chemin de Croix - Blanche 10, 1630 Bulle, Thyy Si.

DONG GOI VA XUAT XUONG BOI
Aesica Pharmaceuticals .1, Via Praglia 15, 10044 Pianezza (TO),‘?.

NGAY XEM XET SUA OI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC
PHEDUYETBOIBO Y TE: 12/12/2016

XYZAL |a nhan hiéu thuong mai clia GSK group of companies.
Dya trén NCDS 03 ngay 20 thang 04 nam 2016.
PIXYZTAB 0217-03/200416



