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HUONG DAN SU DUNG THUOC

ADEZIO ORAL SOLUTION 1MG/ML

Dé xa tém tay tré em
Doc ky huwong dan dung trudc khi ding

THANH PHAN CONG THUC THUOC:

Mbi Iml dung dich chta

Thanh phén hoat chit:

Cetirizine dihydrochloride .................................... Img

Thanh phin ta dwoc: vira du Iml

Glycerin, saccharin sodium, cellogen F-SH (carboxymethyl cellulose sodium), propylene glycol,
methyl hydroxybenzoate, propyl hydroxybenzoate, glacial acetic acid, sodium acetate anhydrous,
huong trai cay, nudc tinh khiét.

DANG BAO CHE
Dang bao ché: Dung dich uéong.
Mo ta: Dung dich trong suot, khéng mau, huong trai cdy.

CHI PINH
Nguoi 16n, tré em tir 2 tudi tro 1én:
- Cetirizine dugc chi dinh dé lam giam cdc triéu ching vé mii va mét clia viém mii di ung
theo mua va viém miii di tng quanh nam.
- Cetirizine duogc chi dinh dé lam giam cdc triéu ching cua may day.

LIEU DUNG VA CACH DUNG

Nguoi lon

10mg (10ml dung dich udng)/ 1 l?m/ngéy.

Liéu khoi dau Smg (Sml dung dich uéng) c6 thé dugc dé nghi néu o liéu dung nay kiém soét
duoc tri¢u chirng bénh.

Tré em

Tré em tir 2 dén 6 woi

2,5mg (2,5ml dung dich udng)/lan x 2 lan/ngay.
Tré em tir 6 dén 12 tuoi

5mg (5ml dung dich uéng)/lan x 2 lén/ngéy.
Tré em trén 12 tuoi

10mg (10ml dung dich uéng)/ llén/ngéy.

Dung dich ¢6 thé uéng ngay.
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Ngudi cao tudi
Dir li¢u cho thay, khong can giam liéu & nguoi gia ¢ chire ning than binh thuong.

Bénh nhan suy than
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Khoang cich gitra cac lidu phai dugc diéu chinh cho tung bénh nhan tuy theo chL'rc‘na'mg than.
Tham khdo bang sau va diéu chinh liéu nhu chi dinh. Dé su dung bang licu dung nay, can phai udce
tinh d¢ thanh thdi creatinin CLer (ml/phuat) cia bénh nhan. D¢ thanh thai creatinin CLer ¢6 thé
dugc udc tinh tir nong do creatinin (mg/dl) trong huyét thanh bang cach dung cong thirc sau:

[140- tuéi (nam)]x thé trong (k
CLcr = — — - 8 (kg)
72 x creatinin huyét thanh (mg/dl)
Chinh lidu cho bénh nhén nguoi lén suy than:

(x 0,85 d6i v6i phu nir)

Nhém Be tha?r}rlﬂigﬁhf)reatmm Liéu luong va tan sudt
Binh thudng > 80 10mg 1 lan mdi ngay
Nhe 50—79 10mg 1 lan mdi ngay
Trung binh 30-49 Smg 1 lan mdi ngay
Nang <30 Smg 1 lin mdi 2 ngay
Bénh thén giai doan cudi — <10 Chong chi dinh
bénh nhan dang tham tach

Trén bénh nhi suy thén, liéu duge diéu chinh cho tung truong hop tuy theo su thanh thai than cua
bénh nhén, tudi va thé trong.

Bénh nhén suy gan
Khong can dicu chinh lieu ¢ bénh nhén chi bj suy gan.

Bénh nhin suy gan va suy than
Can di€u chinh licu (xem phan Bénh nhdn suy than & trén).

CHONG CHI PINH
- Qua man véi bat cir thanh phin nao cia thude, véi hydroxyzine hodc voi bat ctr din xuit
nao cua piperazine.
- Bénh nhén suy thén ning c6 do thanh thai creatinin dudi 10ml/phut.

CANH BAO VA THAN TRONG

Rurou

Khong co tuong tac ch y nghIa vé mat 1am sang nao voirugu (& néng do rrgu trong mau 0,5 g/L)
duoc chirng minh ¢ lidu diéu tri. Tuy nhién, nén thén trong néu dung déng thoi voi ruou.

Tang nguy co gay bi tiéu

Nén than trong ddi vi bénh nhan ¢o nguy co bi bi tiéu (nhu thuong ton day chéng cot séng, phi
dai tuyen tién liét) do cetirizine c6 thé gay tang nguy co bi tiéu.

Beénh nhén c6 nguy co co gidt

Nén than trong véi bénh nhan dong kinh va bénh nhan ¢ nguy co co giat.

Cac thu nghiém di ung da

Thudc khéng histamine tc ché céc thi nghiém ditng da vanén nging thude 3 ngay trude khi thuc
hién céc thir nghi¢m nay.

Thirc an

Thire an khong lam giam mirc d6 hap thu cetirizine mac di téc do hap thu giam.

Ta duoc

Sorbjtol

Thuoc ¢o chira sorbit,ol. Bénh nhan mac bénh di truyén hiém gip vé khong dung nap fructose
khong nén dung thude nay.
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Paraben

Thude co chira methyl parahydroxybenzoat hodc propyl parahydroxybenzoat, co thé gay cac
phan Ung di ing (co thé xuét hién mudn). ) ,
Do s6 luong cua mot s6 ta dugc co trong cong thirc, viée sir dung san pham khong duge khuyén
céo ¢ tré em dudi 2 tudi.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU

Kha ning sinh san

Khoéng ¢6 dir liéu lién quan

Thai ky

Nén than trong khi ké don thudc cho phu ni ¢6 thai.

Co rat it dir lidu 1am sang vé sir dung cetirizine & phu nit ¢6 thai. Nghién ciru trén dong vat khong
cho théytéc dung ¢ hai truc tiép hoac gian tiép anh huong dén thai phu, su phat trién cua phoi/bao
thai, sy phat trién trong khi sinh hoic sau sinh.

Cho con bu

Nén thén trong khi ké don cetirizine cho phu nix dang cho con bu.

Cetirizine duoc bai tiét vao sira me vai néng do b?mg 25% dén 90% n6ng d6 do dugc trong huyét
tuong, tiy thude vao thoi gian lay mau thir sau khi udng thudc.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Nhing phuong phap do lwong khach quan cho thdy véi lidu khuyén cao 10mg, khong c6 bét cir
bicu hién 1am sang ¢ lién quan vai kha nang 14i xe, sy budn ngu va sy thyuc hién day chuyén lip
rap.

Bénh nhan dinh l4i xe, tham gia cac hoat dong ¢6 tiém nang nguy hiém hodc van hanh mady moc
khong nén dung qua lidu khuyén c4o va nén can nhic dap tng cua ho dbi voi thube.

Déi voi cac bénh nhan nhay cam, dung thude déng thot voi uéng ruou hodc cac thude tre ché than
kinh trung uwong khac c6 thé lam nang thém sur suy giam do tinh tdo va kha nang hoat dong.

TUONG TAC, TUONG KY CUA THUOC

Do duogc dong hoc, dugc luc hoc va kha nang dung nap cetirizine, thudc khang histamine nay
duoc cho la khong co tuong tac. Cac tuong tac duoc lyc hoc va dugc dong hoc dang ké déu
khong dugc ghi nhan trong céc nghién ciru vé tuong tac thude - thude dugc thuc hién dic biét
voi pseudoephedrin hodc theophyllin (400 mg/ngay).

Mitc do hap thu cua cetirizine khong gidm cling véi thire an, méc du tde do hap thu c6 giam,

O nhirng bénh nhén nhay cam, viéc sir dung déng thoi rugu hodc cac thude tre ché than kinh trung

uong khac ¢6 thé lam giam thém su tinh tdo va suy giam hoat dong mac su cetirizine khong lam
tang tac dung cua ruou (nong do 0,5g/L trong mau).

TAC DUNG KHONG MONG MUON

Dir li¢u thir nghiém 1am sang

Céc nghién ctru 1am sang cho thdy cetirizine véi lidu khuyén céo gy ra mot sb tac dung khong
mong muon nhe trén h¢ than kinh trung uong, bao g6m budn ngu, m¢t, choang vang va nhire dau.
Trong mot vai truong hop, da ¢0 béo cdo veé sur kich thich nghich Iy h¢ than kinh trung wong.
Mac du cetirizine 1a mot chat dbi kh?mg chon loc thu thé H1 ngoai vi va gan nhu khong co tac
dung k‘hz’mg’ cho}inergic, trong mot 0 it truong hop riéng 16, da c6 bao cdo vé tidy tién kho, ri
loan dicu tiét mat va kho miéng.
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Di ¢6 bao cao vé cac truong hop chire ning gan bét thuong voi men gan tang kém theo bilirubin
tang. Phan 16n tu khoi sau khi ngung thude.

Céc th nghiém 1am sang c¢6 d6i chimg, mu déi, so sanh cetirizine voi gia dugchodac vai cac khémg
histamine khac ¢ liéu khuyén cdo (10mg mdi ngay ddi véi cetirizine), trong d6 c6 cac dir lidu vé
tinh an toan véi sb luong xac dinh, bao g6m hon 3200 doi tuong dugce cho dung cetirizine.

Tir cc dir liéu ndy, da c6 bao cdo vé cac tac dung khong mong mubn sau ddi voi cetirizine 10mg
trong cac thur nghiém cé ddi chirng voi gia duge o ti 1é béng hoac 16n hon 1,0%:

Tic dung Khing mong mudn (WHO-ART) | Celiiaine 10me (= 3000
Toan than — roi loan tong quat

M¢ét moi 1,63% 0,95%
Roi loan hé than kinh trung wong va ngoai

bien

Choédng ving 1,10% 0,98%
Nhtre dau 7,42% 8,07%
Roi loan hé tieu hoa

Dau bung 0,98% 1,08%
Khé miéng 2,09% 0,82%
Budn nén 1,07% 1,14%
Roi loan tam than

Buodn ngu 9,63% 5,00%
R6i loan hé ho hcfp

Viém hong 1,29% 1,34%

Mic du vé mat théng ké cho thay hién tuong budn ngu xdy ra nhiéu hon so véi khi dung gia duoc,
nhung da sé cac trudng hop chi budn ngu it hodc trung binh.

Cac thur nghiém khach quan da duoc chirng minh boi cac nghién ctru khic cho thay dung lidu
khuyén cao médi ngay khong anh hudéng dén sinh hoat thuong ngay cua ngudi tinh nguyén tré khoe
manh.

Céc tac dung khong mong mudn ¢6 ti 1¢ bﬁng hodc 16n hon 1% trén tré em tir 6 dén 12 tudi, trong
thir nghiém 1am sang co di chig véi gia dugc duoc thé hién dudi day:

’ % £ Cetirizine Gia duogc

TZ,IC dung khong mong muon (WHO-ART) (0 =/1656) (n = 1294)
Roi loan hé tieu hoa

Ticu chay 1,0% 0,6%
Ré'i‘ loan tam than

Buon ngu 1,8% 1,4%
Roi loan hé hé hap

Viém mii 1,4% 1,1%

Toan than — roi loan tong quat
M¢ét moi 1,0% 0,3%

Dir li¢u sau khi lwru hanh thude
Cac tac dung khong mong muén duge phan loai theo tiéu dé tin suit, sir dung cic quy udc sau:
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Rét pho bién >1/10

Pho bién > 1/100 dén < 1/10
Khong pho bién > 1/1.000 dén < 1/100
Hiém > 1/10.000 dén < 1/1.000
Rét hiém < 1/10.000

Khong biét (khong thé’ ude tinh dya trén dit liéu c6 san)
R(ji logn h¢ mau va bach huyet

Rat hieém: Giam tiéu cau

Réi loan hé mién dich

Hiém: Tang man cam

Rét hiém: SHc phan vé

Roi loan chuyén héa va dinh dudng

Khong biét: Gia tang thém an

Roi loan tq"m tﬁdn
Khoéng pho bién: Lo au

Hiém: Hung hang, 14 1dn, trim cam, hoang tudng, mat ngu
Rat hiém: May co
Khong bict: Co6 y dinh tu tu

Réi loan he thgi‘n kinh
Khong pho bién:  Dicam

Hiém: Co giat

Rat hiém: R6i loan vi giac, roi loan truong luc, rdi loan van dong, ngét, run
Khong biét: Mt tri nha, suy gidm tri nhé

Roi loan mt

Rét hiém: R&i loan diéu tiét, nhin ma, roi loan van nhan

Réi loan tai va mé dao

Khong biét: Choéng mat

Roi loan hé tim mach

Hiém: Tim dap nhanh

Réi loan tiéu héa

Khéng pho bién:  Tiéu chay

Roi loan gan mat

Hiém: Chtrc nang gan bét thuong (tang transaminase, tang bilirulin mau, ting
alkaline phosphatase mau, tang Gamma-glutamyltranferase)

Roi loan da va mo dwdi da

Khong pho bién: Ngtra, phat ban

Hiem: May day

Rat hiém: Phu mach, phat ban do thuéc

Réi loan than va dwong niéu

Rat hiém: Tiéu tién kho, dai dam

Khong biét: Bi tiéu (xin xem phan Canh bdo va than trong)

Réi loan toan than va tai cho
Khong pho bién:  Suy nhugc, cam giac khé chiu/kho ¢

Hiém: Phu né
Kiém tra sirc khoe
Hiém: Tang can

Thong bio cho bac sy nhirng tac dung khong mong muén gap phai khi dung thubc.

QUA LIEU VA CACH XU TRi
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Qua liéu ,

Céc triéu chimg quan sat thay sau khi ding qué liéu cetirizine chu yéu lién quan dén cac tac dung
trén hé than kinh trung uvong hoac céac tac dung khang cholinergic. ’

Tac dung khong mong mudn dugce béo cdo sau khi dung mot licu it nhat gap 5 lan liéu khuyén cao
hang ngay: 1a 1an, tiéu chay, choang vang, mét, nhirc déu, kho chiu, gian déng tur, ngra, bdn chon,
an than, budn ngu, strng so, tim dap nhanh, run va bi tiéu.

X tri

Chua c6 thude giai doc dac hiéu cho cetirizine.

Néu Xdy ra qua liéu, nén diéu tri triéu ching hodc ho tro.

Cetirizine khong thé loai ra khoi co thé bang phuong phap tham tach.

DUQC LUC HQC

Ma ATC: RO6AE07

Nhém dugc ly: Thubc khang histamine dung dudng toan than, dan xuat cua piperazine.

Co ché tac dung:

Cetirizine, mot chat chuyén hoa ctia hydroxyzine trén nguoi, 1a chat khang thu thé H1 ngoai vi
manh va chon loc. Cac nghién ciru vé gan két voi thu thé in vitro cho théy thude khong co ai luc
do dugc voi thu thé nao khac ngoai thu thé H1.

Thuc nghiém ex vivo trén chudt cho thiy cetirizine dung dudng toan than chiém giir khong dang
ké cac thu thé H1 & ndo.

Ngoai tac dung khang thu thé H1, cetirizine d chirng t6 c6 hoat tinh khang di (mg: véi liéu 10mg
mot hodc hai 1an mdi ngay, cetirizine (¢ ché su tap két cac té bao viem o giai doan mudn, dac biét
la bach cau ai toan, & da va két mac cua cac ddi tuong ditrng co tiép xuc v&ikhang nguyén, va vdi
liéu 30mg/ngay (e ché su di chuyén cua bach cu 4i toan trong dich rira phé quan — phé nang trong
giai doan muén cua co thit phé quan do ngudi mac bénh hen hit phai di ing nguyén. Ngoai ra,
cetirizine con (rc ché phan ang viém giai doan muon trén bénh nhan mic may day man tinh khi
tiém kallikrein trong da. Thube dong thoi cling o tac dung lam giam su xudt hién cua cac phén tir
gn két nhu ICAM-1 v VCAM-1 - la nhitng déu chi diém cua phan tng viém di (ng.

Nghién ctru trén ngudi tinh nguyén khoe manh cho thdy cetirizine liéu 5mg va 10mg 1rc ché manh
phan ting may day va ban d6 do ndng d rt cao cua histamine trong da gay nén. Sau khi udng liéu
don 10mg, thude bat dau c6 tac dung trong vong 20 phut trén 50% doi tuong thu nghi¢m va trong
vong 1 gio trén 95% déi tugng. Tac dung cua thude duy tri it nhat 24 gio' sau khi uéng mot liéu
don. Trong mdt nghién ciru kéo dai 35 ngay trén tré¢ em tir 5 dén 12 tuéi, nguoi ta khong thiy co
su dung nap dbi vai tac dung khang histamine (chong may day va ban do) cua cetirizine. Sau khi
dung nhiéu lan cetirizine, khi ngung diéu tri, da phuc héi lai phan ng binh thudng véi histamine
trong vong 3 ngay.

DUQC DONG HQC

H:‘ip thu

Khong thay c6 su tich luy cetirizine sau khi dung liéu hang ngay 10mg trong 10 ngay. Nong do tdi
da trong huyét tuong ¢ trang thai 6n dinh 1a vao khoang 300mg/ml va dat dugc trong vong 1,0 +
0,5 gio.

Su phan b cac thong s6 dugc dong hoc nhu nong d6 dinh trong huyét tuong (Cmax) va dién tich
dudi duong cong (AUC) la giéng nhau & nhitng ngudi tinh nguyén.

Thire an khong lam giam mire d6 hap thu cetirizine, mac du tde do hép thu c6 giam. Mirc do sinh
kha dung cua cetirizine du¢i dang dung dich, dang vién nang hodc vién nén 13 tuong tu nhau.

Phéan bé

Ay 4
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Thé tich phan bé biéu kién 1a 0,50 Vkg. bo gan két cua cetirizine voi protein huyét twong 4 93 +
0,3%. Cetirizine khong lam thay d6i sw gén két voi protein huyét tvong cua warfarin.

Chuyén héa va thai trir

Cetirizine khong trai qua chuyen hoa bude dau ¢ gan nhiéu. Khoang 2/3 lidu dugc ba1 tiét dugi
dang khéng doi qua nudc tiéu. Thoi gian ban thai khoang 10 gio. Thei gian ban hiy cudi cung cua
thudc khoang 10 gio.

Cetirizine c6 dong hoc tuyén tinh & khoang liéu 5-60mg.

QUY CACH PONG GOI ,
Hop 1 chai PET x 60ml, kém theo coc do licu.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bao quan: Noikho mat, dudi 30°C.

Han dung: 36 thang ké tir ngay san xuat; 28 ngay ké tir khi mo nip chai.

Tiéu chuan: TCCS

TEN VA DIA CHI CUA CO SO SAN XUAT
XEPA-SOUL PATTINSON (MALAYSIA) SDN. BHD.
‘Q' ‘ I Dia chi: 1-5, Cheng Industrial Estate, 75250 Melaka, Malaysia.
(A €PA  bien thoai: 60 6 335 1515

Website: www.xepasp.com




