https://trungtamthuoc.com/

ZYRTEC®

Cetirizin dihydrochlorid

GSK0082B

THANHPHAN

M&i 1 ml dung dich uéng chia 1 mg cetirizin dihydrochlorid.

Té dugc: dung dich sorbitol 70% (khéng kéttinh), glycerol, propylen glycol, natri saccharinat, methyl
parahydroxybenzoat, propyl parahydroxybenzoat, huong chudi 54.330/A, natri acetat, acid acetic
bang, nudc tinh khiét.

DANG BAOCHE
Dung dich u6ng.

QUY CACHDONG GOI
Hop 1.chai 60 ml.

CHIDINH

Ngudi ldn, tré em tlr 2 tudi trd 1én:

e Cetirizin dugc chi dinh d@é 1am gidm céc triéu chung vé& mai va mét cla viém mi di Ung theo mua
va viém mii di Ung quanh nam.

e Cetirizin dugc chidinh @é lam gidm cac triéu ching clia may day.

LIEU LUGNG VA CACHDUNG

Ngudildén -

10mg (10 ml dungdich udng)/ 1 [4n/ ngay.===

Liéu khdi d&u 5 mg (5 ml dung dich) cé thé dugc dé nghi néu 6 liéu dung nay kiém soat dudc triéu
chuing bénh.

Tréem

Tré emtil 2 dén 6 tu6i

2,5mg (2,5 ml dung dichudng)/ 1an x 2 1&n/ ngay.

Tré emtif 6 dén 12 tudi

5mg (5mldungdich udng)/ 11&n x 21&n/ ngay.

Tré trén 12 tuéi

10mg (10 ml dung dich udng)/ 1 1an/ ngay.

Dungdich cd thé ung ngay.

Ngudi cao tudi

Ditligu cho thdy, khdng cén giam liéu & ngudi gia cé chiic nang than binh thudng.

Bénh nhan suy than

Khoang cach gilla cac liéu phai dudc diéu chinh cho tiing bénh nhén tly theo chic nang than. Tham
kh&o bang sau va diéu chinh liéu nhu chi dinh. D& st dung bang liéu diing nay, c&n phéi udc tinh do
thanh thai creatinine CLcr (ml/phut) clia bénh nhan. D3 thanh thai creatinine CLcr (ml/pht) c6 thé
dugc udc tinh tli néng dd creatinine (mg/dl) trong huyét thanh bang cach duing cdng thiic sau:

[140 - tudi (nam)] x thé trong (kg)
72 x creatinine huyét thanh (mg/dl)

Cler=

(x 0,85 déi véi phu nd)

Chinh liu cho bénh nhan ngudi I6n suy than:

Nhom D thanh thai Creatinine (ml/pht) Liéu ligng va tdn sudt
Binh thuting >80 10 mg 1 1&n mdi ngay
Nhe 50 - 79 10 mg 1 I4n mdi ngay
Trung binh 30- 49 5 mg 1 1&n mbi ngay
Nang <30 5mg 1 14n mbi 2 ngay
Bénh than giai doan cufi - <10 Chéng chi dinh

B&nh nhdn dang thim tach

Trén bénh nhi suy than, liéu dugc diéu chinh cho tiing trudng hgp tuy theo su thanh thai than cla
bénh nhan, tudi va thé trong.

Bénh nhan suy gan

Khéng cén diéu chinh liéu  bénh nhén chi bi suy gan.

Bénh nhan suy gan vasuy than

Cén diéu chinh liu (xem phan Bénh nhén suy than G trén).

CHONG CHIDINH

Chéng chi dinh dung cetirizin trong céc trudng hap:

 Qué méan vdi bt ctl thanh phén nao clia thudc, véi hydroxyzine hodc bét cui dan xudt nao clia
piperazine.

¢ Bénhnhan suy than nang cé d thanh thai creatinine dudi 10 mi/phat.

CANHBAO VA THAN TRONG

Rugu

Khéng c6 tuong tac co y nghia vé mat1am sang nao véi rudu (8néng dé rugu trong mau 0,5 g/L) dude
chiing minh & liéu diéu tri. Tuy nhién, nénthan trong néu dung déng thdi véi rugu.

Tang nguy cd géy bitiéu

Nén than trong d6i véi bénh nhan cd nguy ca bj bi tiéu (nhu thudng tén day chang cot séng, phi dai
tuyén tién liét) do cetirizin c6 thé gay tang nguy co bi tiéu.

Bénh nhan c6 nguy ca co giat

Nén than trong vdi bénh nhan dong kinh va bénh nhan cé nguy cd co giat.

Céc thinghiém djung da

Thudc khang histamine Uc ché cac thl nghiém dj Ung da va nén ngiing thudc 3 ngay trudc khi thuc
hién cac th nghiém nay.

Thuc an

Thuc &n khdng 1am gidm mdc dd hép thu Cetirizin mac du tdc do hép thu giam.

Té dugc

Sorbitol

Thu6c ¢ chia sorbitol. B&nh nhan méc bénh di truyén hiém gap vé khong dung nap fructose khdng
nén dung thuGc nay.

Paraben

Thudc c6 chia methyl parahydroxybenzoat hoac propyl parahydroxybenzoat, c6 thé gay cac phan
(ng di ting (c6 thé xu&t hién mudn).

TUONGTAC

Do dugc ddng hoc, dugc Iuc hoc va kha nang dung nap cetirizin, thudc khang histamine nay dudc
cho Ia khdng c6 tudng tac. Cac tudng tac dudc lyc hoc va dude dong hoc déng ké déu khdng dugc
ghi nhan trong cac nghién clu vé tuong tac thudc - thubc dugc thuc hién, dac biét véi
pseudoephedrin hoac theophyllin (400 mg/ngay)

THAIKY VACHO CONBU
Kha nang sinh san
Khéng cé di liéu lién quan.
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Thai ky Tac dyng khdng mong mudn (WHO-ART) Cetirizin (n= 1656) Gid duge (n= 1294)
Nén than trong khi ké don thudc cho phu n cd thai. R loan hé tiéu hoa

Co rat it da liéu 1am sang vé st dung cetirizin & phy n c6 thai. Nghién cdu trén dong vat khdng cho Tiéu chay 1,0% 0,6%

thay tac dung c6 hai tryc tiép hoc gin tiép anh hudng dén thai phu, su phét trién clia phdi/bao thai, RGi loan tdm thdn

sy phét trién trong khi sinh hoac sau khi sinh. Budn ngi 1,8% 1,4%
Choconbu RG7 loan hé hé hap

Nén than trong khi k& don cetirizin cho phy n dang cho con bu. Viém mii 14% 1,1%
Cetirizin dugc bai tiét vao slia me vdi ndng do bang 25% dén 90% ndng dd do dudc trong huyét Toan thn - rdi loan tong quét i

tuang, tly thudc vao thdi gian 18y mAu thii sau khi udng thudc. Mgt moi 1,0% 3%

Difliéu sau khi luu hanh thuéc

KHA NANG THUC HIEN CAC CONG VIEC BOI HOI PHAN BOAN, KY NANG VAN BONG HOAC Céc tac dung khdng mong mudn dudc phén loai theo tiéu dé tan sudt, st dung quy udc sau:

NHANTHUC . Rétphdbién 2110
Nhiing phudng phap do Iuting khéch quan cho théy vdi liéu khuyén cao 10 mg, khéng ¢ bt cd biéu Phé bién >1/100 d&n< 1/10
hién 1am sang c6 lién quan vdi kha nang l4i xe, su budn ngli va su thuc hién day chuyén 14p rap. Khéng phé bién >1/1.000 d&n < 1/100
Bénh nhan dinh 4i xe, tham gia c4c hoat dong ¢ tiém nang nguy hiém ho&c van hanh may méc Hiém >1/10.000 dén < 1/1.000
khdng nén dung qua liéu khuyén céo va nén can nhac dép Ung ctia ho déi véi thuéc. R&thiém <1/10.000
D4i vdi cée bénh nhan nhay cam, duing thude déng thdi véi udng rugu hodc cac thube e chéthén ey ang it (khdng thé udctinh dya trén daigu c6 sin)
kinh trung uong khac c6 thé lam nang thém sy suy gidm d tinh tdo va kha nang hoat dong. R6iloan hé mau va bach huyét
Réthiém: gidm tiéu ciu
TAC DUNG KHONG MONG MUON R6iloan hé mién dich
Dt liéu thi nghiém lam sang Hiém: tang mén cam
Céc nghién cuiu lam sang cho thdy cetirizin véi liéu khuyén céo gay ra mdtsd tdc dungkhdngmong  R4thiém: s6cphan vé
mudn nhe trén hé thén kinh trung Udng, bao gém budn ngil, mét, choang véng va nhic ddu. Réiloan chuyén hda va dinh duéng
Trong mét vai trudng hop, da cé bao cdo vé su kich thich nghich ly hé than kinh trung uong. Khéng biét: gia tang them an.

Mac du cetirizin 1a mdt chét ddi khang chon loc thu thé H1 ngoai vi va gan nhu khéng cd tic dung  Reiloan tam thén
khéng cholinergic, trong mét s& it truéng hgp riéng 18, da c6 béo céo vé tiéu tién khé, rdi loan diéu tiét Khongphébién:  loau

matva khd miéng. Hiém: hung hang, I Ian, trdm c&m, hoang tudng, mat ng(
Pa c6 bdo céo vé cac trudng hdp chic nang gan bét thudng vdi men gan tang kém theo bilirubin R4t hiém: may cd
tang. Phan I6n ty khéi sau khi ngung thudc. Khong biét: c6ydinhtytl.

Céc thi nghiém 1am sang co déi chung, mu d6i, so sénh cetirizin véi gia dugc hodc véi cdc khdng  Réjloan hé thédn kinh
histamine khéc 8 liéu khuyén céo (10 mg mbi ngay ddi vdi cetirizin), trong dé c6 cc di ligu vé tinh an Khongphdbién:  dicam

toan véi s6 Iudng xac dinh, bao gém han 3200 déi tugng dugc cho dung cetirizin. Hiém: cogiat
TU céc d liéu nay, da co bdo céo vé cac tac dung khong mong mudn sau ddi vdi cetirizin 10mg  R&thiém: réiloan vi gi4c, rGiloan truong lyc, réiloan van dong, ngat, run
trong c4c thi nghiém c6 d6i ching vdi gia dugc 4 ti 1 bang hoac 16n hon 1,0%: Khong biét: méttri nhd, suy gidm tri nhé

Tc dung khong mong mudn (WHO-ART) Cetirizin 10 mg (n=3260) | Gia dugc (n= 3061) r:gffr?gﬂ mét SRR o g

F thiém: rBiloan diéu tiét, nhin md, réi loan van nhan

bt g ow 1,63 % 095 % Réiloan tai & mé dao

R6i loan hé thin kinh trung vong va ngoai bién Khdng biét: chong mat

ﬁmng avém;l 1,10 % 0.92 ﬁ Réiloan hé tim mach

T nune crom hes % SAE N Hiém: tim d&p nhanh

Bay bung 0,98 % 1,08 % Réiloantiéuhda

Kho miéng 2,09 % 0,82 % Khongph&bién:  tiéuchay

Bubn nén 1,07 % 1,14 % Rﬁ.\‘oanganmar

Hsg loan tam than 5 Hiém: chic nang gan bét thudng (tang transaminase, tang bilirubin méu, tang
ol el e alkaline phosphatase mau, taing Gamma-glutamyltranferase).
i v v ; ; Réiloan davam dudida

iBm hong 1,29 % 1,34 % }
Khéngph8bién:  ngua, phétban.

Mac du vé mat théng ké cho thady hién tugng budn ngli xay ra nhiéu hon so vdi khi ding gia dugc, Hiém: may day

nhung da s8 céc trudng hgp chi budn ngli it hoac trung binh. R4t hiém: phtmach, phatban do thudc

Céc thi nghiém khéch quan d& dudc ching minh bdi cac nghién cuu khéc cho thdy dung liéu Réiloan than va dudng niéu

khuyén cdo mbi ngay khong anh hudng dén sinh hoat thudng ngay clia ngudi finh nguyén tré khde  RAthiém: tiéu tién kho, dai dam

manh. Khéng biét: bitiéu (xin xem phdn Cénh béo vé thén trong)

Céc tac dung khdng mong mudn c6 fi 1& béng hoac 16n hon 1% trén tré em ti 6 théang dén 12tudi,  Réiloantoan thén va tai chd
trong thil nghiém 14m sang ¢6 dGi ching vdi gia dugc dudc thé hién dudi day: Khongph&bién:  suynhudc, cam gidc khé chiu/ khé &
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Hiém: phuné
Kiém tra sic khde
Hiém: tang can

Théng béo cho bac s§ nhiing téc dung khdng mong mudn gép phai khi diing thudc.

QUALIEU

Triéu chiing va dau hiéu

Céc tridu chiing quan sat thdy sau khi diing qua liéu cetirizin chi y&u lién quan dén cac tac dung trén
hé than kinh trung udng hoac céc tac dung khéng cholinergic.

Téc dung khdng mong mudn dugc bao cao sau khi dung mdt liéu it nhat gép 5 1an liéu khuyén céo
hang ngay: It 1An, tiéu chay, choang vang, mét, nhuc déu, khé chiu, gian déng tl, ngda, bén chdn,
anthén, buén ngt, siing sd, tim d&p nhanh, run va bitiéu.

X tri

Chua cé thubc giai dc dac hiéu cho cetirizin.

Néu xay ra qué liéu, nén diéu tri triéu ching hoac hé trg.

Cetirizin khdng thé loai ra khéi co thé bang phudng phap thim téch.

DUOCLY LAMSANG

Dudc luc hoc

Nhém duge diéu tri

Thudc khéng histamine duing dudng toan than, dén xuét clia piperazine.

MaATC

ROBAEOQ7

Cd ché téc dung va tac dung duge lyc hoc

Cetirizin, mét chat chuyén héa ctia hydroxyzine trén ngudi, I ch&t khéng thu thé H1 ngoai vimanh
va chon loc. Cac nghién ctu vé gén két vi thy thé in vitro cho thdy thudc khdng c6 & luc do dugc véi
thu thé naokhac ngoaithy thé H1.

Thuc nghiém ex vivo trén chubdt cho thdy cetirizin diing dudng toan than chiém gid khdng dang ké
cacthuthé H18 ndo.

Ngoai tac dung khang thu thé H1, cetirizin da ching t ¢6 hoat tinh khéng dj ung: vdi liéu 10 mg mdt
hoac hai l4n m&i ngay, cetirizin tc ché sy tap két cac t& bao viém & giai doan mudn, dac biét la bach
cdu 4i toan, 6 da va két mac clia cac d6i tudng di dng c6 tiép xuic véi khdng nguyén, va vdi liéu 30
mg/ngay Uc ché sy di chuyén cla bach c4u 4i toan trong dich rila phé quan — phé& nang trong giai
doan mudn cla co thét phé quan do ngudi mac bénh hen hit phai di Ung nguyén. Ngoai ra, cetirizin
cdn tc ché phan ting viém giai doan mudn trén bénh nhan méc may day man tinh khi tiém kallikrein
trong da. Thuéc déng théi cling c6 tac dung lam gidm sy xudt hién clia cac phén td gan két nhu
ICAM-1va VCAM-1 - |a nhiing ddu chi diém clia phan Ung viém di Ung.

Nghién cuu trén ngudi tinh nguyén khde manh cho thdy cetirizin liéu 5 mg va 10 mg dc ché manh
phén ting may day va ban dd do néng do rét cao cla histamine trong da gay nén. Sau khi udng liéu
don 10 mg, thudc bat dau c6 tac dung trong vong 20 pht trén 50% ddi tugng thi nghiém va trong
vong 1 gid trén 95% d6i tugng. Tac dung clia thudc duy tri it nh&t 24 gid sau khi udng mot liéu don.
Trong mét nghién ctiu kéo dai 35 ngay trén tré em tir 5 dén 12 tudi, ngudi ta khdng thdy cé su dung
nap d6i véi tac dung khang histamine (chéng may day va ban dé) cla cetirizin. Sau khi dung nhiéu
I&n cetirizin, khi ngung diéu tri, da phuc héi lai phan Ung binh thudng vdi histamine trong vong 3
ngay.

Dugc dong hoc

Hép thu

Khéng thay c6 sy tich Iy cetirizin sau khi dung liéu hang ngay 10 mg trong 10 ngay. Néng dd t6i da
trong huyét tudng d trang thai &n dinh 14 vao khoang 300 ng/ml va dat dugc trong vong 1,0+ 0,5 gid.
Sy phén bé céc thdng sé dugc ddng hoc nhu ndng dd dinh trong huyét tudng (Cmax) va dién tich
dudi dudng cong (AUC) la giéng nhau d nhiing ngudi finh nguyén.

Thuic &n khdng lam giam muc do hép thu cetirizin, mac du téc dd hdp thu cé gidm. Muc dg sinh kha
dung cla cetirizin dudi dang dung dich, dang vién nang hoac vién nén Ia tudng tu nhau.

Phén bd

Thé tich phan bé biéu kién 14 0,50 I/kg. D gén két clia Cetizirin vdi protein huyét tuong 12 93 + 0.3%.
Cetirizin khng lam thay déi sy gén két véi protein huyét tudng clia warfarin,

Chuyén héa va Thai trif

Cetirizin khdng trai qua chuyén héa budc ddu & gan nhiéu. Khoang 2/3 liéu dugc bai tiét dudi dang
khéng d8i qua nudc tiéu. Théi gian ban thai khoang 10 gid. Thai gian ban hiy cudi cing cla thubc
khoang 10 gid

Cetirizin cd ddng hoc tuyén tinh d khoang liéu 5-60mg.

Céc ddi tugng bénh nhan dac biét

Tréem

Thdi gian béan hly clia cetirizin khoang 6 giti 3 tré 6 - 12 tudi va 5 gid & tré 2 - 6 tudi.

Nguticao tudi

Trén 16 d6i tugng ngudi cao tudi, sau khi udng mét liéu don 10 mg, thdi gian bén hiy tAng khodng
50% va dd thanh thai giam 40% so vdi ngudi binh thudng. Viéc giam d thanh thai cetirizin d nhiing
ngui cao tuditinh nguyén nay duding nhu ¢6 lién quan dén suy gidm chiic nang than.

Suythéan

Dugc dong hoc clia thude & bénh nhan suy than nhe (A thanh thai creatinine cao hon 40 ml/phit)
tuong ty nhu & ngudi tinh nguyén binh thudng. Bénh nhén suy than trung binh ¢ thdi gian ban hay
tang gép 3 1an va dg thanh thai gidm 70% so vdi ngudi tinh nguyén binh thuding.

Bénh nhan thdm tach mau (d6 thanh thai creatinine dudi 7 mi/phut) uéng mét liéu don 10 mg cetirizin
c6 thdi gian ban hiy tang gép 3 14n va df thanh thai gidm 70% so véi ngudi binh thudng. Cetirizin
dugc dao thai kém bdi thdm tach méu. Cén diéu chinh liéu cho bénh nhén suy than muc d trung
binh ho&c néng.

Suygan

Bénh nhan méc bénh gan man tinh (bénh t& bao gan, & mét, va xd gan do U mét), dung don liéu
cetirizin 10 mg hodc 20 mg, c6 thdi gian ban hiy tang 50% va do thanh thai gidm 40% so vdi nguoi
khde manh.

Chi cén chinh liéu cho bé&nh nhan suy gan cé kém suy thén.

THONG TIN TIEN LAM SANG

Daliéu tién 1am sang khang cho th&y nguy hiém dac biét cho ngudi dya trén cac nghién cuu quy uéc
vé an toan dudc Iy hoe, doc tinh liéu l4p lai, d6t bién gen, nguy cd gy ung thu, ddc tinh trén kha nang
sinh san.

HAN SUDUNG
36 thang ké tii ngay san xuat.

BAOQUAN
B&o quan d nhiét d khong qua 30°C.

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

SAN XUATBOI

Aesica Pharmaceuticals s.r.| ‘
Via Praglia 15, 10044 Pianezza (TO), Y.

ZYRTEC la nhan hiéu thuong mai da dang ky clia GlaxoSmithKline group of companies.
Duatrén NCDS 03 ngay 30 thang 09 nam 2015.
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