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Hwéng dansirdung

MEDOCETINAX
Cetirizin hydroclorid 10mg

Doc ky hu’o=ng dan st dung trwée khidung.

Dé xa tam tay tré em.

Théng béo ngay cho bac sy hoac duoc sy nhirng
tac dung khéng mong muon gap phai khi str dung
thuoc.

Thanh phén:

Mai vién nén bao phim chira:

Hoatchat: 10mg cetirizin hydroclorid

Ta dweoec: lactose, anhydrous calcium hydrogen
phosphate, maize starch, sodium propy! paraben,
magnesium stearate, sodium starch glycolate,
microcrystalline cellulose, HPMC-E15, titanium
dioxide, ponceau 4R-Lake, erythrosine lake,
tartrazine lake, propylene glycol, isopropyl alcohol,
methylene chloride.

Dang bao ché: vién nén bao phim.
Mo ta dang bao che: vién nén bao phim, hinh tréon,
mau dé, hai mat hoi loi.

Chidinh:

Cetirizin dwoc chidinh trong diéu tri trieu chung viém
mi di trng dai dang viém mii dj trng theo mua, may
day man tinh vé cén, viém két mac dj (rng.

Cach diing, liéu dung:

Cachdung:

Nubt vién thubc véimét ly nwéc.

Cd thé udng thube trong hodc ngoai bira an.
Liéudung:

- Nguwoi 16n va tré em trén 6 tudi tré 1én: 1 vién x 1 1an/
ngay hodc ¥ vién x 2 lan/ ngay.

-Tré em 2 - 5 tudi: %2 vién x 1 lan/ ngay hodc % vién x 2
lan/ngay.

-Tré 6 thang 2 tubi: % vién x lan/ngay. Tbi da 2,5mg x
21an/ngay & tré trén 12 thang.

-Tréduoi6 thang tudi: khéng dwoc dung.

- Suy gan: liéu can gidm mét niva.

- Suy than: liéu hiéu chinh theo Cl_. nhw bang sau:

Chtrc ning than | CI_, Liéu dung
(ml/phit)

Binh thudng 280 10 mg x 1 lan/ngay

Suy than nhe 50- 79 | 10 mg x 1 lan/ngay

Suy than vira 30- 49 |[5mgx 1 lan/ngay

Suy than nang <30 5 mg cach 2 ngay

1lan

Suy than giai <10 chéng chi dinh

doan cubi hodc

phai tham tach

Chéng chidinh:

Nhirng nguwoi cé tién st di rng voi cetirizin, voi
hydroxyzin hoac batcu thanh phan nao cla thuoc

Suy than giai doan cudi (Clcr< 10 ml/phut).

Canh bao va than trong khi dan thuéc:

Khong cé twong tac co y nghia ve mat [am sang nao
v&i reou (dm VoI nong dé trong mau 0,5g/L) dwoc
chirng minh & liéu diéu tri. Tuy nhién nén than trong khi
dung thudc cTong th&i véi cac thire an, 6 udng co con.
Can than trong & nhirng bénh nhan co nguy co bi bi
taeu (vi du nhw tén thwo'ng cot sbng, tding san tuyén
tién liét) vi cetirizin cé6 kha nang lam ting nguy co bi
tiéu.

Nén than trong v&ibénh nhan ddng kinh va bénh nhan
c6 nguy co co giat

Cac xét nghiém di (rng da bj han ché bdi thudc khang
histamin va can thi gian dao thai (3 ngay) trwdc khi
tién hanh cac xét nghiém.

Céan phai diéu chinh liéu & ngwdi suy than vira hoac
nang vanguoi dang chaythan nhan tao.

Céandiéu chinh liéu & ngwoisuy gan.

Bénh nhan nhi

Khong dung dang vién nén bao phim cho tré em du&i
6 tudi vi dang thubc nay khong cho phép diéu chinh
liéu dung phi hop cho tré.

Strdung thuéc cho phu niv ¢é thaiva cho con bi:
Thoi ky mang thai: _

Tuy cetirizin khong gay quai thai & déng. vat, nhwng
chwa co nhu’ng nghién ctu déy dud trén nguwdi mang
thai, cho nén khéng dung thude khlcéthal :
Thoikychocon bu:

Cetirizin baitiét qua stra me, vi vay khong nen strdung
cetirizin cho phu ni¥ cho con bu. D
Anh huéng cua thudc 1én kha“fiang lai xe, van
hanh may méc:

Vi liéu khuyén céo 10mg, khong c6 bét cr bidu hién
lam sang co6 lién quan véi kha nang lai xe, van hanh
may moc.

Bénh nhan dinh lai xe, tham gla cac hoat déng nguy
hiém hodc van hanh may méc khong nén dung qua
liéu khuyen cao va nén can nhac dap rng cla ho dbi
VO thuéc.

Déi véi cac bénh nhan nhay cam, dung thudc déng
thei voi ubng ruou hoac cac thubc trc ché than kinh
trung wong khac cé thé lam suy giam sw tinh tao va
kha ndng hoat déng.

Twong tac, tu’o'ng ky ctiathubc:

Tranh két hop v&i cac thuéc e ché than kinh trung
wong nhw thude anthan, rwou.

D thanh thai cetirizin gidm nhe khi udng cung 400mg
theophylin. Khéng dung vién giai phong cham két hop
cetirizin hydroclorid va pseudoephedrin hydroclorid &
nguwi bénh dang dung hodc ngwng thuéc IMAO.
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Tac dung khéng mong mubn:

Tén s6 dwoc xac dinh nhw sau: thudng gép (21/10);
khéng thwong gap (=1/100 dén <1/10); hiém gap
(21/10.000 dgén <1/1 OOO) rat hiém gap (<1/10. 000),
khéng biét dén (khang thé wéc tinh tir dir liéu co san).
Thwong gap (anh ‘hudng t6i 1 trong 10 nguoi):

- Mét moi, mat ngui (ngli ga).

-Nhirc dau, chong mat.

- Khé miéng, budn nén (cam giac 6m), tiéu chay (chio
tré em).

- Viém hong, viém mii (swng va néi mén trong miii)
(chid tré em).

Khdng thuong gap (dnh hudng toi 1 trong 100 nguidi):
- Ngwra, ban da.

-Dau bung.

-Lolang. )

- Suy nhwec (cam giac dmyéu), khé chiu.

- Di cdm (cam giac bat thuwdng & da), ngtra da & ban
tay va chan.

Hiém gap (dnh hudng t6i 1 dén 1000 nguoi):

- Nhip tim nhanh.

- Phi (do gitr nwére).

- Chirc nang gan bat thuwéng.

-BdngKkinh.

-Tangcan.

-Néng gran lo &u, trdm cam, aoglac matngu.

-N6i mé day (sung, déva ngwra da).

Réthiém gap (anh hudng téi 1 trong 10.000 ngu«:w)
-Gidm tiéu cau, ting nguy co chay mau va bamtim.
-Réiloan thigiac, nhinmé, vannhan.

-Béttinh (ngat xiu), réiloan van dong, loan trwong luc
cO, run ray, roiloanvjgiac.

-Cacroiloan tic.

-Su’ng mat, ban da.

-Ditiéu kho, dau hodc khong kiém soat.

Khong biét dén (khéng wéc tinh duoc tir di liéu ¢é
sén)

-Théman.

-Mattrinho, suy giamtrinhé.

-Chong mat.

-Bitiéu.

-Ngtra va/ hodc ndi mé day.

Théng bao cho Bac si nhirng tac dung khong
mong muén gép phaikhi st dung thudc.

Qua liéu va cach x(r tri:

Qua lieu:

Cac triéu chwng ghi nhan duoc sau khi dung qua liéu
cetirizin cha yéu lién quan dén céc tac dung trén hé
thdn kinh trung wong hoac cac tac dung khang
chalinergic.

Tac dung khéng mong, mubn dwoc ghi nhan sau khi
dung mét liéu it nhat gap 5 1an liéu khuyen cao hang
ngay: I 1&n, tiéu .chady, mét, nhirc dau, khé chiu, gian
dong ttr, ngtra, bén chén, an than, budn ngl, strng s¢&,
tim dap nhanh, runva bltleu

X0 tri:

Chua céthude giai doc dac hiéu cho cetirizin.

Néu xay ra qua liéu, bénh nhan cn duoc diéu trj trigu

chirng va diéu tri hd tro.
Khong hiéu qua trong viéc loai cetirizin ra khai co thé
bang phwong phap thAm tach.

Dworc Iwc hoc:

-Nhémduocly; dﬁﬁxuétﬁua piperazin

-M&ATC: ROBAEDT %\

Cetirizin la dan saﬁlm:um plpeﬁgzln va la chat chuyén
hoa cla hydroxyZif. Fﬁeﬂrlzm c‘10 tac dung dbi khang
manh va chon lo€64Ad H, pgoaivi, nhwng hau nhw
khéng c6 tac: Jﬁhﬁe}lk&}:' ) thé khac, do vay hau
nhu khéng cd“tac_dung @i khang acetylchoiin va
khong c6 tac dung/déikhang serotonin. Cetirizin trc
ché giai doan sém cuia phan wng diwng qua trung gian
histamin va cung lam giam sv di d&i cla cac té bao
viém va giam giai phong cac chét trung gian & giai
doan muén cua phan trng di (bng.

Tinh phan cuc cua cetirizin tang so véihydroxyzin nén
phén b ctia thubc vao hé than kinh trung wong glam
va it tac dong I&n hé than kinh trung wong so véi cac
thuéc khang histamin thé hé thw nhét
(diphenhydramin, hydroxyzin) nén it gay buén ngd.
Tuy nhién, ti 1& ngudi bénh dung cetirizin cé tac dung
khéng mong mudn nhw ngl ga lai cao hon so voi
ngudi bénh dung cac thuéc khang histamin thé hé thu
hai khac nhu loratadin.

Dwoc dong hoc:

Hap thu

Thudc hdp thu nhanh sau khi uong Néng dd dinh do &
trang thai can bang & muec 0, 3 pg/ml, dat sau (1 £
0,5gi®). Sinh kha dung dwéng ubng khdng thay ddikhi
dungthuoc cung véithirc an.

Phén bé

Thé tich phan b bidu kién la 0,50 L/kg. Ti lé lién két
VO prolem huyéttwong 12 90 + 96%.

Chuyén héa o

Cetirizin khéng bi chuyén hoa 1an dau.

Thai trcr . _
Khoang 2/3 lieu duwoc st dung dwoc bai xuét duoi
dang khéng dbi khi qua nuoc tiéu. Thoi glan ban hay
huyet twong khodng 10 gi¢. Cetirizin cé déng hoc
tuyen tinh & khodng liéu’5 - 60mg-..

Thubc vao sira me, nf}wng héu nhuw khong qua hang
rao mau nao.

Hop10wx 10vién nén baophim : W
Bao quan &

Bédo quan noi khd mat, nl‘nethQM 30°C tranh anh
sang.

Han dung cuathuée: 3 nam ké tir ngay san xuét.

Tiéu chuan: nha san xuat TUQ.CUC TRUONG
P.TRUONG PHONG

San xuét bdi: MEDDPHARNY, - /mc e)’/gn/a-

34B - Industrial Area, Malur- 563 1860, Karnataka, A
Bang ky bai:

& ¥ D
TENAMYD PHARMA CORP.

i

.‘.‘.. /

Quy cach dong goi: |



