CETIRIZIN 10 mg

VIEN NEN BAO PHIM

POC KY HUONG DAN SU’ DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.

THANH PHAN CONG THU*C THUOC:

M@i vién nén bao phim chira:

Thanh phan dworc chét: Cetirizin dlhydroclorld .............................. 10mg

Thanh phan ta dwoc: Cellulose vi tinh thé, Cellactose 80, Natri starch

glycolat, Magnesi stearat, Hydroxypropyl methylcellulose, Polyethylen

glycol, Titan dioxid, Talc.

DANG BAO CHE:

Vién nén bao phim.

Vién nén dai, mot mat tron, mot mat cé khac vach ngang, canh va thanh vién

nguyén ven, dwoc bao bdi mang méng mau tréng.

CHIiPINH:

Cetirizin dwoc chidinh cho ngudi I6n va tré em = 6 tudi:

~ Giam cac triéu chirng & mii va mat clia viém mdii di trng theo miia va viém
mi di ’ng quanh nam.

- Giam cac triéu ching clia bénh mé day vé can man tinh.

LIEU DUNG - CACHDUNG:

Liéu dung:

- Tréemtr 6- 12 tudi: 5mg, 2lan/ngay.

- Nguwoilén vathanh thiéu nién tw12 tuditrérlén: 10 mg x 1 Ian/ngay

- Bénh nhan cao tudi: Khéng can giam lidu & ngudi cao tudi co chirc nang
than binh thwong.

- Bénh nhan suy than tir vira dén nang: Khoang liéu dung can dwoc diéu
chinh cho tlrng bénh nhan dwa trén chirc néng than. Tham khao bang sau
va diéu chinh liéu nhw chi dinh. Dé s&v dung bang liéu dung nay, can phai
wéc tinh d6 thanh thai creatinin (mL/phat) cda bénh nhén. B6 thanh thai
creatinin Clcr (mL/phut) co thé dwoc wéc tinh tiy ndng dé creatinin (mg/dL)
trong huyét thanh bang cach diing cong thirc sau:

[140 - tudi] x can néng
Cler =

8 — - (x 0,85: dbi v&i nir)
72 x nong do creatinin huyét thanh

~ Canthan trong & nhirng bénh nhan co yéu td bAm sinh hoac bi tiéu (nhw tén
thuong tiy séng, tang san tuyén tién liét) vi cetirizin c6 thé lam tang nguy co
bitiéu.

- Than trong khi dung thudc cho bénh nhan déng kinh va bénh nhan c6 nguy
co co giat.

- Thubc khang histamin ¢ ché cac thir nghiém di (ng da va nén ngirng
thudc 3 ngay trwére khi thue hién cac thir nghiém nay.

- Thuoc c6 chtra lactose (thanh phan clia ta dworc cellactose 80). Bénh nhan
méc bénh di truyen hiém gap vé khong dung nap galactose (suy giam Lapp
lactase hodc glam hap thu glucose—galactose) khadng nén dung thuéc nay.

- Ngtra va/ hoac ndi mé day co thé xay ra khi ngirng duing cetirizin, ngay ca
khi nhirng triéu chirng d6 khong xuét hién trong khi diing thubc. Trong mét
sb trwdng hop, cac triéu chirng co thé div doi va can thiét diéu tri lai. Cac
triéu chirng s& hét khi bénh nhan bt dau dung lai cetirizin.

- Khéng dung vién nén bao phim cetirizin 10 mg cho tré em duéi 6 tudi vi
dang bao ché va liéu dung khéng pht hop.

SU’DUNG THUOC CHO PHU NI¥ CO THAIVA CHO CON BU:

Strdung thuéc cho phu niv cé6 thai:

Cac nghién clru trén dong vat khong cho thay tac hai trwe tiép hodc gian tiép

dén thai ky, sy phat trién ca phoi thai, thai nhi, trong khi sinh ho&c sau khi

sinh. Tuy nhién, nén than trong khi duing thudc cho phu ni» mang thai.

Strdung thubc cho phu ni¥cho con bu:

Cetirizin dwoc bai tiét vao stka me véi ndng dé chiém tir 25% - 90% so voi

ndng do trong huyét twong, tly thudc vao thdi gian lay mau sau khi uéng

thuéc. Do d6, nén than trong khi dung cetirizin cho phu n&r dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC:

Do thubc cé thé gay budn ngdl nén can than trong khi lai xe hodc van hanh

may méc. Bdng thdi, khong nén diing qua lidu khuyén céo va can chd y dén

cac phan trng khi dung thube.

TUONG TAC, TUONG KY CUATHUOC:

Twong tac cua thude:

Céc dac tinh dwgc dong hoc, dwgc lwe hoc va thai trir cda cetirizin khdng cho

thay co twong tac thudc xay ra. Trén thuc té, khong c6 twong tac dwoc lwc hoc

va duwoc dong hoc nao dwoc bao cao trong cac nghién ctru, dang chu y la

twong tac gitra cetirizin voi pseudoephedrin hodc theophylin (liéu 400

Thirc &n khong anh hwéng dén mirc dd hap thu cla cetirizin, méc du tbc do
[¢] nhirng bénh nhan nhay cam, viéc str dung déng thoi cetirizin v&i rwgu hodc

cac thuoc tre ché than kinh trung wong khac co thé lam giam sy tinh tao va
kho tap trung, mac du cetirizin khdng lam tang tac dung clia riegu (v&i nong do

O bénh nhan nhi suy than, can diéu chinh liéu dung cho tirng trwdng hop dwa

trén do thanh thai than, tudi va can nang ctia bénh nhan.

- Bénh nhan suy gan: Khang can diéu chinh lidu diing & b&nh nhan chi bi suy
gan.

- Bénh nhan suy gan va suy than: Can diéu chinh liéu (xem phan "Bénh nhan
suy than tir viva dén néng").

Cachdung:

Dung dwéng udng. Cé thé udng thude cling véi thire &n hodc ubng sau biva

an.

Khi quén uong mot lidu thubc: Can uong mot liéu ngay khi nho ra. Neu gan

dén thoi diém ubng lidu ké t|ep, c6 thé bé qua lidu da quén va ubng theo

hwo'ng dan clabacsy. Khong uong lidu gép ddi @& bd sung cho liéu da quén.

Mbt s6 lwu y dic biét vé xir ly thudc trwére va sau khi ste dung thudc:

Do chwa c6 céc nghién ctru vé tinh twong ky ctia thudc, khong trén 1an thube

TAC DUNG KHONG MONG MUON CUATHUOC:
Cac nghién ctru lam sang cho thay cetirizin & lidu khuyen céo co thé gay ra
mot so tac dung khéng mong muén nhe trén hé than kinh trung wong bao
gdm: budn ngu mét, chéng mat va nhirc dau. Trong mét vai trwong hop, da
¢6 bao cao vé su phan (rng ngwoc 1én hé than kinh trung wong cda cetirizin.
Méc du cetirizin Ia mot chat dbi khang chon loc thu thé H1 ngoai vi va gan nhw
khéng co tac dung khang cholinergic. Tuy nhién, trong mét sé it trwéng hop,
da c6 bao cao vé triéu chirng tiéu kho, réi loan diéu tiét mat va khd miéng sau
khi dung thuébc.
Da c6 bao cao v& trvdng hop chire nang gan bt thuwdng di kém ting men gan
va bilirubin. Phan I&n bénh nhan tw khoi sau khi ngwng diéu tri voi cetirizin.
Thir nghiém lam sang
Cac thtr nghiém lam sang cé déi chirng, mi1 ddi, so sanh cetirizin véi gia dwoc
hoac cac thudc khang histamin khac & liéu khuyén cao (10 mg cetirizin mdi
ngay), trong s6 dé co cac dir liéu vé tinh an toan, bao gdm hon 3.200 dbi
twong ubng cetirizin.
Tlr cac di¥ liéu nay, trong cac thir nghiém co6 di chirng cetirizin 10 mg véi gia
duorc, cac tac dung khéng mong mudn sau dwoc ghinhan véitile = 1,0%:

mg/ngay).
Do g/ngay)
¥c ning tha thanh thai Liéu diing va hap thu giam.
Chirc nang than creatinin tAn suat pthug
(ml/phat)
Binh thuwong >80 10 mg x 1 lan/ngay A
x = - trongmau0,5g/L).
Suy thén nhe 50-79 10 mg x 1 lan/ngay Twong ky ciiathude:
Suy than viva 30-49 5mg x 1 1an/ngay
5 2oh 2 N nay véi cac thube khac.
Suy than nang <30 mg cach 2 ngay
1lan
Suy than giai doan cudi )
- bénh nhan dang chay <10 Chdng chi dinh
than nhan tao

Khoéng cé yéu cau dic biét vé xte ly thudce sau khi st dung. Tac dung khong Cetirizin 10 mg Gia dwoc
CHONG CHiDINH: mong muén (n = 3.260) (n =3.061)
- Dj rng Vi cetirizin, hydroxyzin, dén xuét cta piperazin hodc bét cir thanh Toan than
phan nao clia thudc. . ) — S >
- Bénh nhan suy than giai doan cudi (hé so thanh thai creatinin Cler < 10 Mét moi | 1,63% | 0,95%
mL/phut). Réi loan than kinh trung wong
CANH BAO VA THAN TRONG KHIDUNG THUOC Chéng mat 1,10% 0,98%
- Olidu didu tri, khong cé twong tac co y nghia vé mat lam sang gilra cetirizin - - -
voirwou ’(dotvo'l nong do trong mau 0,5 g/L). Tuy nhién, nén than trong khi Dau dau 7,42% 8,07%
dung thu6c dong thoi véi cac thirc an, d6 udng cé con. TKH0031-1
Téc dung khéng Cetirizin 10 mg Gia dwoc Hé co quan Tan suéat Tac dung khéng mong muén
i mong muon (n =3.260) (n=3.061) Tai va tai trong Chua 1o an Chéng mat
ROi loan hé tiéu hoa suat
DPau bung 0,98% 1,08% Tim Hiém gap Nhip tim nhanh
Kho miéng 2,09% 0,82% Hé tiéu hoa it g&ip Tiéu chay
Budn non 1,07% 1,14% Gan mat Hiém gap Bat thuong chirc nang gan (téng
Réi loan tim than transaminase, alkaline
— phosphatase, y-GT, bilirubin)
Budn ngd | 9,63% | 5,00% = —
wa rd tan iém gan
Réi loan hé hé hap suAt g
Viém hong | 1,29% | 1,34% Davamo dusi | teap Ngtra, phat ban
Mac du vé mat thdng ké cho thay hién twong budn ngt xay ra nhiéu hon so da Hiém gap May day
véi khidung gid dwoc, nhwng da s6 cac trwdng hop chibuon ngu it hodc trung % " - . - -
binh. Cac thtr nghiém khach quan da dwoc chirng minh béi cac nghién ciru Rat hiem gap Ph,u n}agh than k'nb’ phat ban tai
khac cho thay dung liéu khuyén cao méi ngay khéng anh hwéng dén sinh hoat cho cd dinh do thuoc
hang ngay clia nguwditinh nguyén tré khde manh. Chuwa ré tan Hoi chirng phat ban mun mu toan
Céc tac dung khéng mong muén c6 ti1& = 1% trén cac tré em tir 6 thang dén 12 suat than cap tinh (AGEP - Acute
tudi, trong thtr nghiém Iam sang cé déi chirng véi gia dwoc dwoc thé hién Generalized Exanthematous
duwdiday: Pustulosis)
Tac dung khéng Cetirizin 10 mg Gia dwoc Co xwong va Chuwa rd tdn | Dau khép
mong muon (n =1.656) (n=1.294) mo lién két suét
R6i loan hé tiéu héa Than va duong | R4t hiém gap | Tiéu kho, dai dam
Tiéu chay | 1,0% | 0,6% nieu
Réi loan tam than Tqén t:hén va it gap Suy [1hu’c_yc, cam giac kho chiju/
- - tai cho kho &
Budn ngu | 1,8% | 1,4% — —
Ty A A Hiém gap Phu né
Roiloan hé h6 hap Nghién cu | Hiém ga Téng can
iem ga
Vigm mii | 1,4% | 1,1% 9 gep 9
Toan than Mb ta cac tac dung khdng mong muén dwoc lwa chon: ‘
— Sau khi ngirng st dung cetirizin, ngra (ngtra di doi) va/ hodc ndi mé day da
Mt méi | 1,0% | 0,3%

Lwu hanh thudc trén thi truong

Ngoai cac tac dung khong mong muén dwoc ghi nhan trong cac nghién ctru
lam sang dwoc liét ké & trén, cac tac dung khong mong mudn chia thubc sau
day da dwoc ghi nhan sau khi lwu hanh thudc trén thi trwdng.
Tac dung khdng mong muén dwoc phan loai theo hé théng MedDRA va theo
tan suét woc lwong dwa trén cac kinh nghiém dung thuéc sau khi lvu hanh
thudc trén thi treong.

R4t thwdng gap (2 1/10), thwong gap (= 1/100, < 1/10), it gép (= 1/1000, <
1/100) hiém gap (> 1/10.000, < 1/1.000), rat hiém g&p (< 1/10.000), chwa rd
tan suat (khdng thé wéc tinh dwa trén di liéu co san).

Hé co quan Tan suéat Tac dung khéng mong muén
Hé mau va R4t hiém gap | Giam tiéu cau
bach huyét
Hé mién dich Hiém gap Man cam
Rt hiém gip | Séc phan vé
Chuyén héava | Chwarétan | Tang thém an
dinh dwéng suét
Tam than it gap Kich déng
Hiém gap Hung hang, nham Ian, tram cam,
4o giac, mat nga
R4t hiém gap | R6i loan tic
Chuard tan | Y dinh ty sat, ac mong
suat
Hé than kinh it gap Di cam
Hiém gap Co giat
Rét hiém gap | Réi loan vi giac, réi loan truong
Iwe, roi loan van déng, ngat, run
Chuaré tan | Mét tri nho, suy gidm tri nho
suat
Mét R4t hiém gap | Réi loan diéu tiét, nhin mo, réi
loan van nhan

dwocbao cao.

QUALIEU VA CACH XU TRi:

Qualiéu: ‘ ) ) ‘

Cac triéu chirng khi dung qua liéu cetirizin chi yéu lién quan dén hé than kinh
trung wong hodc véi tac dung khang cholinergic. Cac tac dung khéng mong
muén dwoc bao cao sau khi udng it nhat 5 1an lidu khuyén céo hang ngay la:
nham lan, tiéu chay, chéng mat, mét méi, dau dau, kho ch|u glan dong tor,
ngtra ngdy, bdn chdn, anthan, ngdi ga, choang vang, run ray va bi tiéu.

Céch xurtri:

Khong c6 thudc gidi doc dac hiéu.

Diéu trj triéu chirng hoac cacbién phap hd trg. C6 thé riva da day sau khi ubng
qualidu trong theri gian ngén hodc xem xétdung than hoattinh.

Cetirizin khong dwoc loai bé hiéu qua béng phwong phap loc mau.

QUY CACHDPONG GOI:

Hop 10 vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN:

Khéng qua 30°C, tranh 4m va anh sang.

HAN DUNG: )

36 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUATHUOC: TCCS.

TKHO0031-1
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IMEXPHARM
Co s& san xuét:
CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM
S6 04, Buwong 30/4, Phwong 1, TP. Cao Lanh, Tinh DE’mg Thap, Viét Nam
Hotline: 1800.555.535 E-mail: imp@imexpharm.com
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