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1. THANH PHAN CONG THUC THUOC

M4i vién nén bao phim chira:

CETIZIN-LTF

Waong din sie dung truwde khi ding
am tay tré em

Thanh phdn hoat chdr: Cetivizine dihydrochloride 10 mg

Thémh phdn td duge: Microerystatline cellulose 102, Crospovidone, Magnesium stearate,
Colloidal silicon dioxide. Lactose monohydrate, Hypromellose 606, Polyethylene glveol 6000,
Ponceaqu 4K.

2. DANG BAO CHE CUA THUOC
Vién nén bao phim.

Mo ta dang bao ché: Vién nén bao phim hinh thoi, mau dé, hai mt tron.

3. CHI PINH
Ngudi lon va tré em fir 6 tudi tres [én: didu tri triéu chitmg viém miii quanh nam, viém miii di ing
theo mia va may day tw phat man tinh.

4. CACH DUNG, LIEU DUNG

Liéu ditng:

10 mg mot lin mdi ngay (1 vién).

Liéu ding cho nhém bénh nhén dic biét
Ngudi cao tudi

Dit liéu khong cho thdy cén phai giam lidu & nguoi cao tudi néu chite ning thin binh thudmg.
Suy thdn

Hién khéng c6 dit liéu dé danh gia ty 1é hidu qua/an toan & nhitmg bénh nhén suy thén. Vi cetirizin
chit yéu duge bai tiét qua than, trong truomg hop khéng 6 phuong phép diéu tri thay thé, khoang
céch dung thude phdi duoc cd nhén héa theo chic nang than. Tham khéo bang sau va diéu chinh
liéu pha hop. Pé sir dung bang liéu ding nay, cin ude tinh d9 thanh théi creatinin (CLer) cua
bénh nhan theo ml/phat. CLer (ml/phiit) ¢é thé dwoc wée tinh tir viée xdc dinh creatinin huyét
thanh (mg/dl) bang céng thic sau:

[140 — tudi] x can ning(kg)
72 X creatin huyét thanh (mg/dl)

Cle = (x 0.85 néu lanit)

Diéu chinh lidu ding cho bénh nhin ngudi 1ém bi suy giam chite ning thin

Nhom T+ 18 loc cAu thin ude tinh Liu dung va tin suat
(ml/phit)
Chtre ning thin binh thudng > 90 10 mg 1 l4n mdi ngdy
Giam nhe chiic ndng thén 60 — 90 10 mg 1 [4n mdi ngdy
Chic ning thdn gidm wvira 30 - 60 5 mg 1 lan mdi ngay
phai
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ing thidn suy giam | 15— 30 khong can didu t loc | 5 mg 1 1An mdi 2 ngdy
hiénthong mau ,
afh giai doan cudi <15 can diéu trj loc mdu | Chong chi dinh

suy than, khuyen céo nén didu chinh heu (xem phén Su‘y than & trén).

Tre em

Khéng nén dimg thude dang vién nén cho tré em dudi 6 tudi vi khéng thé diéu chinh liéu hrong
can thiét.

Tré em tir 6 dén 12 tudi: 5 mg x 2 lin/ngay.

Thanh thiéu nién trén 12 tudi: 10 mg mot lin mdi ngay.

(3 tré em bi suy thin, liéu dimg cén duoc didu chinh tity theo timg c4 nhan, dya trén dén dd thanh
thai than, tudi va cin ning cua bénh nhin.

Cich ding:

Thube nay cAn phai duoc udng cing voi mot che nude. Trong truong hop liéu can dimg khong
phai boi sd cta ham luong 10mg, nén sir dung ché pham khac co ham luong thich hop theo
hurdmg dan cua béc sT hode duoe si.

5. CHONG CHI PINH

Co tién sir qua mén véi cetirizine, hydroxyzin va bt k¥ thanh phin nao clia thude, hodc bét k¥
dfin xudt ndo cua piperazin.

Bénh nhén suy than giai doan cudi (d¢ thanh thai creatinin: Cler < 10 ml/phit).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Cén phai didu chinh liéu & ngudi suy than vira hodc ning, ngudi suy gan.

O heu didu tri khong co tuong téc ¢d ¥ nghia 14m sang nao de chimg minh v6i rugu (voi néng
dd cdn trong méu 13 0,5 g/L). Tuy nhién nén thén trong khi udng thude dong thoi véi ruou.

Can than trong & nhimg bénh nhan co yéu td nguy co bi tiéu hodc bi tiéu (nhu ton thuong tiry
sbng, ting sin tuyén tién liét) vi thude cb thé 1am ting nguy co bi tidu.

Thén trong & nhitg bénh nhin dong kinh va bénh nhén cé nguy co co giat.

Xét nghiém di tmg da bi e ché bt thube khang histamin, do @6 cin xét nghiém sau khoang 3
ngay dé thude thai trir hét.

Ngita va‘hodc may day co thé xay ra khi ngimg dung cetirizine, ngay ca khi cdc triu chimg do
khong xut hién truée khi bat ddu didu tri. Trong mét sb trudng hop, cdc triu chimg c6 thé trAm
trong va co thé phai diéu tri lai. Céc triéu chimg s& hét khi bt dau diéu tri lai.

Thude ¢6 chira lactose monohydrate, chinh vi vy v6i nhitng bénh nhin cé vén @ di truyen hiém
gdp nhu khdng dung nap Vo1 galactose, thiéu men tiéu hoa lactose (Lapp lactase) hodc méc hdi
ching rbi loan hip thu glucose-galactose khong nén dung thube nay.

T4 duge mau Ponceau 4R trong thudc ¢6 thé gdy phan img di ing.

- Tré em: Khéng khuyén céo sir dung thude cho tré em du6i 6 tudi vi khong thé chia lidu thich
hop. Nén st dung cong thire cetirizine danh cho tré em.
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Cao hon tv & nén. Cac nghién ciru trén dong vét khéng chi ra tic dung ¢6 hai tryc tiep hodc

gidn tiép dbi v thai kv, su phat trién etia phéi thai/thai nhi, qua trinh sinh n& hogc sy phat trién

sau sinh. Tuy nhién, nén tranh ding thude cho phu nir mang thai.

Thaoi ky cho con bi

Cetirizine bai tiét qua sita. Khéng thé loai trir nguy co téc dyng phy ¢ tre ba me. Cetirizine dugce

bai tiét vao stta me & nong dd tuong dwong 23 % dén 90 % nong dd do duge trong huyét tuong,

by thudce vao thoi gian ldy mau sau khi ding. Do dé. cin than trong khi ké dom cetirizine cho

phu n& dang cho con bu

Khi niing sinh sin _

Dit liéu vé kha ning sinh san & ngu’c‘:‘i con han d,}é" nhung c‘era ghi ni{:in bat ky van dé an toan
nao. Dt liéu trén dong vat cho thay khng c¢é moi lo ngai veé an toan doi vl sinh sdn & ngudi.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude 6 thé gy hién tuong ngi ga, do vdy nén thin trong khi 1ai xe hodc van hanh miy méc.

9. TUONG TAC, TUONG KY CUA THUOC
Twong tde:

Két qua nghién ciru cho thdy khong cé tuong tdc duge dong hoc giita cetirizine véi
pseudoephednne, cimetidine, ketoconazole, erythromycin va az:[thromycm Trong nghién ctru
da lidu theophylline (lidu 400 mg/ldn /ngay) va cetirizine, da thdy c6 su giam nhe (16 %) do
thanh thai ciia cetirizine, trong khi d6 mirc 6 phén bd ctia theophylline khéng bi anh hudng khi
ding ddng thoi vai cetirizine.

Khong c¢6 bing ching cho thiy c¢6 tuong tée duge luc hoe bét lgi khi ding cetirizine véi
cimetidine, glipizide, diazepam va pseudoephedrine.

Khéng c6 bing chimg cho thdy cé twong téc ldm sang bét lgi khi ding cetirizine véi
azithromycin, erytku‘omycm ketoconazole, theophylline va pseudoephedrine. Pdc biét, dung
dong tho cetirizine v6i macrolide hosc ketoconazole cho thiy khéng c6 su thay d6i ECG tuong
img vé mit Jim sang.

Trong mét nghién citu da lidu ding ddng théi ritonavir (600 mg/2 ln/ngay) va cetirizine (10
mg/ngay), mic dd tiép xic voi cetirizine ting khodng 40 % trong khi mirc d0 phan b6 cia
ritonavir thay d6i nhe (gidm 11 %) khi ding ddng thoi véi cetirizine.

Thic &n lam giam téc dd hdp thu cta cetirizine, nhung khong lam giam mic d6 hip thu cta
thudc.

O nhirng bénh nhén nhay cam, viée str dung ddng théri véi rugu hodc cac thude e ché thén kinh
trung wong khac ¢6 thé lam gidm sy tinh tdo va suy gidm hoat dng, mic du cetirizine khong
lam tang tac dung cia rugu (ndng d6 con trong mau 14 0,5 g/L).

Twong ky:

Do khéng c6 cac nghién ciru vé tinh twong ky, ctia thudce, khong tron lan thude nay véi céc thude
khac.
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UNG KHONG MONG MUON CUA THUOC
lim sang

ign cliu 1dm sang cho théy cetirizine ¢ liéu khuyén cdo cé tac dung phu nhe trén thin
g wong, bao gdm bubn ngi, mét méi. chéng mit va nhic dau. M6t s6 truomg hop kich
han kinh trung wong nghich thudmg da dugc béo cao.

Mac di cetirizine 14 mdt chat d6i khang chon lge ¢ thy thé H; ngoa1 Vi va tuo'ng ddi khéng co
hoat tinh khang cholinergic, cde treang hop cd biét gip kho khian vé tiéu tién, roi loan didu tiét
& mit va khd miéng da duge béo cdo.

Céc truémg hop chire nang gan bét thuong voi enzym gan cao kém bilirubin tang cao da dugce
béo cao. Tuy nhién, hdu hét s& hinh phue khi ngirmng diéu trj bing cetirizine dihydroclorid.

Téc dung khdng mong mudn (ADR)

Céc thir nghiém 1dm sang dél chimg mu déi so sédnh cetirizine voi gia duge hode cdc thude khing
histamin khéc & liéu khuyén céo (10 mg cetitizine/ngay), dir li¢u an toan duge xac dinh trén hon
3.200 déi twong dung cetirizine.

Téng hop cdc phan mg ¢6 hai sau ddy dd duge bao cao dbi voi cetirizine 10 mg trong cée thie
nghiém co dbi chimg voi gia duge voi ty 1€ 1,0 % hode cao hon:

Tde dung khong mong Cetirizine 10 mg (n = s i =
ks 3.260) Gia duge (n = 3.061)

Toan than: Mét moi 1,63 % 0,95 %
Than kinh:
= Chong mat 1,10 % 0,98 %
- Dau dau 7,42 % 8,07 %
Tiéu hoa
- Ba!.j bu'rig 0,98 % 1,08 %
~ K stgHy 2,09 % 0,82 %
- Budn non 1,07 % 1,14 %
Tam thin: Ngu ga 9,63 % 5,00 %
Ho hip: Viém hong 1,29 % 1,34 %

Miic dit vé& mit théng ké nhiéu hon gia duge trong phén lén céc trudmg hop bi budn ngt nhe dén
vira. Céc thit nghiém khach quan dé chimg minh céc hoat dong binh thudng hing ngay khong
bi anh hudng & lidu khuyén cdo & nhiing ngudi tinh nguyén tré khoe manh.

Tré em: Céc phan tmg c6 hai cla thude véi ty 1& 1 % trd 18n & tré em tir 6 thang dén 12 tudi bao
gbm trong céc thir nthf;m lam sang c6 dbi chimg véi gia dugrc la:

Tae dl.mlg]l l:ll%zng mong Cetlrmilieﬁég)mg (n= Gid dwge (n = 1.204)
Tiéu hoa: Tiéu chay 1,0 % 0,6 %
Tam than: Ngt ga 1,8 % 1.4 %
Ho hép: Viém mii 1,4 % L1 %
Toan thdn: Mét moi 1,0 % 0,3 %
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{1 DR tir thi truong:

1 cgg tac dung khong mong mubn dl.roc bdo cdo trong qua trinh nghién ciru 1dm sang ligt
N‘QHERHEE cée tac dung khéng mong mudn sau ddy da duge bido cdo tr thi ruong:

%\LOA ~ kg 1/1.000 < ADR < 1/100:
Than kinh: Kich déng, cam gidc khac thudng,

- Tiéu hoa: Tiéu chay.
- Da va md dudi da: Ngira, phat ban.
- Toan thin: Suy nhuoc, kho chiu.
* Hiém gap, 1/10.000 < ADR < 1/1.000:
- Hé mién dich: Qua mén.
- Thén kinh: Hung hing, 14 lin, trAm cém, 40 gidc, mat ngl, co gift.
- Tim: Nhip tim nhanh.
- Gan mét: Chirc nang gan bit thudmg (tang transaminase, alkaline phosphatase (ALP), y-GT va
bilirubin).
- Da va mo dudi da: May day.
- Toan than: Phii nd
- Khéc: Ting cin.
* RAt hiém giip, ADR < 1/10.000:
- R&i loan mau va bach huyét: Giam tiéu ciu.
- Hé mién dich: Séc phan vé.
- Than kinh: Réi loan méy co mit (tics), rdi loan vi gide, ngﬁt, run, loan truong lue co, rdi loan
vin dong.
- Mét: Réi loan diéu tiét, m& mat, suy giam thi luc.
- Da va m6 duéi da: Phit mach, ban d6 nhiém séc ¢ dinh.
- Thén va tiét nidu: Khé tiéu, dai dam.
* Khong r6 tan sudt:
- Chuyén héa va dinh dudng: Ting cim gidc thém in
- Thin kinh: Y nghi tu sit, 4&c mdng, hay quén, suy gidm tri nhd.
- Tai va mé dao: Chéng mit.
- Gan mat: Viém gan.
- Da va md dudi da: Ngoai ban mun mu toan than cép tinh.
- Co xwong vi mo lién két: Pau khép.

- Than va tiét niéu: Bi tiéu.
Théng bdo ngay cho bdc s hodc dugc sT khi gdp cdc tdc dung khong mong mudn nhw trén khi

sir dung thuoc hode bdo cdo cde phan tng cd hai cia thuéc vé Trung tdm Thong tin thudc va
Theo dbi phan ing cé hai cua thuéc (ADR) Quoc Gia.

11. QUA LIEU VA CACH XU TRI

Triéu chimg: Céc triéu chimg quan sat duge sau khi dung qua lidu cetirizine chit yéu lién quan
dén tdc dung 1én thin kinh trung wong ho#ic cic tic dung khdng cholinergic. Cac ADR duge bdo
céo sau khi udng it nhét 5 1an lidu khuyén cdo hang ngay: I lan, tiéu chdy, chéng mat, mét moi,
dau dau, kho chiu, gidn déng tir, ngira, bdn chon, budn ngli, ngl ga, chedng, nhip tim nhanh,
run, bi tidu; tré em c6 thé bi kich dong.
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a c6 thude giai doe dic hiéu. Khi qua Ileu cin gdy non, rira da day, diéu trj triéu
:h trg. Cén nhic rira da diy ngay sau khi ung thude. Tham tich mau khéng cb tac
iéu trj qua lidu cetirizine.

MT\I'

iNH DUQC LUC HQC

om duoc ly: Thude khang histamin ding todn thin, din xuat piperazine
Ma ATC: RO6A EO7
Co ché hoat dong

Cetirizine mot chat chuyén héa cua hydroxyzine & ngudi, la mot chit ddi khéng manh va chon
loc cua cac thy thé M, ngoai vi, Thu thé trong ong nghiém Céc nghién ctru vé lién két di chi ra
rang khong c6 i lyc ¢o thé do luong duge a1 v cc thu thé khée ngoai thy thé Hy,

Tac dung dwge luc hoe

Ngoai tée dung khéng H,, cetirizine con cho thdy cd hoat tinh chong di img: véi licu 10 mg mot
hodc hai 4n moi ngay. thude tic ché su tap trung bach cau di toan ¢ giai doan mudn trén da va
két mac cta nhitng ngudi bi di tmg khi tiép xie véi tic nhin gdy di img.

Hiéu qua lim sing va an toian

Céc nghién ctru trén nhitng ngudi tinh nguy@n khoe manh cho thiy cetirizine, & liéu 5 va 10 mg,
¢6 tae dung tre ché manh cde phan (mg ndi may day va bing phét do néng d6 histamine rit cao
trong da gdy ra. nhung méi tuong quan véi hiéu qua chua duUc xdc dinh. Trong mot nghién ciu
¢t dbi chimg gia dwoc kéo dai sau tudn trén 186 bénh nhén bi viém mili di ing va hen suyén
nhe dén trung binh di kém. cetirizine 10 mg mot ldn mdi ngay dd cai thién cdce tricu chimg viém
miii va khong lam thay doi chire ning pllOl Nghién ctru nay tng hd tinh an toan cua viée dung
celirizine cho bénh nhan di @mg bi hen suy&n nhe dén trung binh. Trong mot nghién ciru ¢6 doi
chimg gia duge, cetirizine duge ding véi liéu cao hang ngay la 60 mg trong bay ngdy khong
gy ra su kéo dai khoang QT c6 ¥ nghia thong ké. O | It‘.ll lugng khuyén cdo, cetirizine da duox

chitng minh 13 c6 téc dung cai thién chit luong cudce séng cua bénh nhén viém mii di img quanh
nam va theo muoa.

Tré em

Trong mdt nghi€n ciru kéo dai 35 ngay o tr¢ em tur 5 dén 12 tudi. khong thay cé sy dung nap
ndo ddi véi tac dung khang histamin (irc ché may day va phat ban) cua cetirizine. Khi ngimng
didu tri bing cetirizine sau khi dung nhiéu lan, da sé phuc hoi phan (mg binh thudong voi
histamine trong vong 3 ngay.



https://trungtamthuoc.com/

INH DUGC PONG HQC
huéc hip thu nhanh sau khi uong Thoi gian dat ndng dé dinh trong huyét twong 1a
10 Mac du thtrc an co thé lam glam Cmax cua cetlrlzme ﬂan lugt 1a 23, 37 % dm vm

Phéiin bé: Thube lién két véi protein huyet tuong khoang 93 %. Thé tich phan bd biéu kién
khodng 0,50 litkg, Cetirizine khong lam thay déi lién két protein cia warfarin. Thube vao duge
sita me, nhung hau nhu khéng qua hang rao mau - néo.

Chuyén héa: Thude chuyén hoa it & gan.

Thai trir: Nira doi thai trir & tré em 12 6,2 gid, & ngudi lon la 8 gio. 70 % lidu duoc thai trir qua
nuoe tiéu (trong &6 50 % licu & dang khong bién doi), 10 % liéu thai trir qua phén.

Cihce dbi twong dic biét:

Suy thdn: Duge dgng hoe cua thude twong tw & bénh nhén suy than nhe (do thanh théi creatinin
cao hon 40 ml/phut) va ngutsi tinh nguvm khoe manh. Bénh nhin suy than vira c6 thoi gian ban
thai ting g.ap 3 lin va do thanh thai giam 70 % so v&i ngudi tinh nguyen khoe manh Bénh nhan
dang Lham phin mau (d6 thanh thai creatinin dudi 7 ml/phit) duge uéng mot liéu cetirizine 10
mg duy nhit ¢6 thoi gian ban hiy tang gdp 3 14n va da thanh thai giam 70 % so vO1 nguoi binh

thuomg. Cetirizine duge thanh thai kém qua thim phin mau. Cin diéu chinh liéu & nhitng bénh
nhdn suy thin vira hodc ning

Suy gan: Bénh nhdn mac bénh gan man tinh (xo gan té bao gan, r mit va xo gan mat) dung 10
hodc 20 mg cetirizine dudi dang lidu duy n hit ¢0 thoi gian ban huy tang 50 % cung v dd thanh
thai giam 40 % so vi nguoi khoe manh, Chi ean diéu chinh lidu & nhimg bénh nhén suy gan
néu co kem theo suy than.

Nguoi cao tudi: Sau khi udng mot lidu duy nhdt 10 mg, théi gian ban huy tang khoang 50 % va
dd thanh thai gidm 40 % & 16 déi tugng cao tudi s0 voi dbi tuong binh thuong. Do thanh thai
cetirizine gidm & nhiing nguoi tinh nguyén cao tudi nay dudng nhir lidn quan dén chirc ning
than suy gidm cua ho.

Tré em. Thoi gian ban hity cua cetirizine la khoang 6 gior & tré em tir 6-12 tudi va 5 gid o tre em
tir 2-6 tudi. Trong tré so sinh v tré méi biét di tir 6 dén 24 thing tudi, giam xudng con 3,1 gid.

Dir liéu an toan tién 1dm sang: Dir liéu phi ldm sang cho thiy khéng co mbi nguy hiém dac
biét ndo ddi voi con ngudi dura trén cde nghién cuu thong thuong vé duoc ly an toan, dge tinh
lidu 13ip lai, ddc tinh di truyén, kha ning gdy ung thu, dge tinh dbi véi sinh san.

14. QUY CACH PONG GOI

— Hop 3 vi AlwPVC x 10 vién, kém t& hudng din st dung.
~  Hép 5 vi Alw/PVC x 10 vién, kém & huéng dan sir dyng.
~ Hép 10 vi AlwPVC x 10 vién, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC

Diéu kién bao quan: Dé & noi khd ro, tranh anh sdng, nhi¢t do khong qua 30 °C.

Han dung;: 24 théng ké tir ngdy sin xuat

Tiéu chudn chét lugng: DDVN
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TA CHI CUA CO SO SAN XUAT THUOC
1H MTV Duge phim LA TERRE FRANCE

oc dudmg D4-N1, khu cong nghiép Huu Thanh, Xa Huu Thanh, Huyg¢n Dic Hoa,
An, Viét Nam.
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