CETIRIZIN 10mg

Cetirizin dihydroclorid 10mg
“DE xa tdm tay tré em”
“Boc ki hudng dan sif dung trude khi ding”
THANH PHAN CONG THUC THUGC

Thinh phinkduoc chat: Cetirizin diydroclonid........ciiiiminmnnnaiisaissinsisisssss: 10mg
Thanh phén ta dugc: Lactose monohydrat, Avicel PH 101, Disolcel, PVP K30, Magnesi stearat, Aerosil
200, HPMC ES, Titan dioxyd, DA Ponceau lakes, DO OXyd S8t ..........c.oovevveeeereeeeeirrceiennns vira di 1 vién

DANG BAO CHE: Vién nén bao phim hinh chi D (hinh chit nhat vat 2 goc), mau do nau, lanh Idn,
khong sut va.

CHI DINH: CETIRIZIN 10mg dugc chi dinh cho ngudi I6n va tré em tir 12 tudi trd 1n:

- Gidm c4c triéu chiing viém mii di (ing theo mua va viém mii di tng quanh nam, viém két mac dj (ing.
- Giam triéu chiing cua may day v0 can man tinh.

CACH DUNG VA LIEU DUNG:

* Cach dung: Dung duding udng.

* Liéu dung:

- Ngudi I6n va tré em tir 12 tudi tré 18n: 10mg x 1 1an/ngay (1 vién).

- Tré em dudi 12 tudi: Nén ding dang bao ché khac thich hop.

- Ngudi cao tudi 6 chiic ning than binh thudng: Liéu duing nhu ngui 16n.

- Bénh nhén suy thdn mdc do vila d&n ndng: Chua c6 di dit liéu vé ty 18 hiéu qua/an toan trén bénh
nhan suy than. Vi cetirizin thai trf chll y&u qua dudng than nén trong trudng hgp khong c6 sy thay thé
diéu tri thi khodng thdi gian dung thudc phai dya vao chiic nang than trén tiing bénh nhén. Tham khao
bang sau va diéu chinh lifu theo chi dinh. D& sit dyng bang liéu ding nay, cdn phai udc tinh d§ thanh
thai creatinin clia bénh nhan CLcr (mi/phat). Do thanh thai creatinin Cler (ml/phit) ¢6 thé dugc ubc
tinh tif creatinin huy&t thanh (mg/dl) bdng céch dung cong thiic sau:

Ve nam gtk [140-tuBi (ndm) x can ning(kg)]
72 x creatinin huy&t thanh (mg/dl)

Vi nii gi6i: Nhan do thanh thai creatinin tinh theo cdng thdc trén véi 0,85.
Diéu chinh liéu dung & ngudi suy than:

Cler =

Nhém suy than D6 thanh thai creatinin (ml/phdt) Liéu diing va tin sudt
Binh thuting > 80 10mg x 1 lan/ngay

Nhe 50 - 79 10mg x 1 lan/ngay
Trung binh 30 - 49 5mg x 1 lan/ngay

NZng <30 5mg x 1 1an moi 2 ngay
Bénh nhan giai doan cudi - < 10 Chdng chi dinh

dang loc thdn

- B&nh nhan suy gan: Khong cén diéu chinh liéu.

- Bénh nhén suy gan ddng thdi co suy than: Diéu chinh liéu theo khuyén céo.

CHONG CHi BINH

- Qua man véi cetirizin hoic bat ky thanh phdn nao clia thudc, véi hydroxyzin hodc bat cif dan xudt nao
cuia piperazin.

- Bénh nhan suy than ndng c6 d thanh thai creatinin dudi 10mli/phut.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- § liu diu tri, khong co bat ky ddu hidu 1am sang dugc ching minh tuong tac véi con (doi vi ndng df
trong mau 0.5g/L). Tuy nhién, nén than trong khi diing déng thai véi do udng chifa con.

- C6 nguy co ting tridu chiing bi tiée d6i v6i bénh nhan tdn thuong cft sdng, tang sinh tuyén tién ligt khi
dung Cetirizin.

- B&nh nhan dong kinh hodc bénh nhan ¢ nguy cd co giat cdn than trong khi ding Cetirizin.

- C4c xét nghiém dj (ng da bi han ché& bdi thudc khdng histamin va cin thdi gian dao thai (3 ngay)
trudc khi tién hanh cac xét nghiém.

Canh bao t4 dugc: Vién nén bao phim CETIRIZIN 10mg c6 chiia Lactose monohydrat, bénh nhan bi
r6i loan di truyén hiém gap nhu khong dung nap galactose, thiéu hyt lactase hoan toan hodc kém hap
thu glucose-galactose khong nén diing thudc nay.

sU DUNG THUOC CHO PHY NU €O THAI VA CHO CON BO

* Thai ky mang thai: D lidu thu thap dugc trén két qua mang thai cho thay cetirizin khong cd tiém
nang doi v6i thai nhi/ddc cho bao thai. Nghién clu trén dong vat khdng cho thdy énh huing c6 hai tryc
tifp hodc gidn tiép dén thai ky, su phat trién clia phdi/thai nhi, trong khi sinh hodc sau khi sinh. Nén
th&n trong khi k& don thudc cho phu nif ¢6 thai.

* Thai ky cho con ba: Cetirizin bai tiét qua stia me véi ndng dd 25% dén 90% do dugc trong huyét
tuong tuy thudc vao thdi gian 1&y mau sau khi udng thudc. Do do, nén than trong khi ding cho phu nil
dang cho con ba.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

VGi liéu khuy&n cdo 10mg, khong cd bat cir biéu hién ldam sang cd lién quan v6i kha ndng lai xe va van
hanh may méc. Tuy nhién, néu bénh nhan c6 dau hiéu bubn ngli nén tranh lai xe, tham gia céc hoat
ddng nguy hiém hodc van hanh may méc, khong dung qué liéu khuyén cdo va nén can nhac dap (ing
clia co thé ddi v6i thudc.

TUONG TAC, TUONG KY CUA THUGC

- Do dugc ddng hoc, dugc Ic hoc va kha ndng dung nap cia cetirizin khdng tuong tac voi thudc khang
histamin. Thiic t& cho thay tudng tac dugc Iuc hoc cling nhu duge dong hoc trong nghién cliu tuong tac
thudc-thudc khdng dang ké, dang chi v véi pseudoephedrin hodc theo phyllin (400mg/ngay).

- Thiic &n khéng lam giam mdic dd hép thu cetirizin mdc du toc d§ hdp thu giam.

- P&i vGi bénh nhan nhay cam, dung thudc déng thai véi ubng rugu hodc céc thudc dc ché than kinh
trung udng khac c6 thé 1am suy gidm sy tinh tdo va kha nang hoat dong, mac du cetirizin khéng c6 tiém
nang trén higu lyc clia con (nng do trong méu 0.5g/L).

TAC DUNG KHONG MONG MUON CUA THUOC

Nghién ctru 1am sang:

Cé4c nghién clu 1am sang cho thay cetirizin véi lidu khuy&n céo gay ra mt sd tac dung khdng mong
mudn nhe trén hé than kinh trung uong bao gdm: Budn ngl, mét moi, chong mét va nhic dau. Trong
mot vai trudng hop, da c6 bao cdo vé sy kich thich nguge hé than kinh trung uong.

M3c di cetirizin 12 mot chat d6i khang chon loc thy thé H1 ngoai vi va gan nhu khéng c6 tac dung
khang cholinergic, trong mot sd it trudng hgp riéng lé, tiéu kho, rdi loan diéu tiét mat va khd miéng da
dugc bao cao.

D4 c6 bao c4o v& trudng hop chiic ndng gan bét thuding véi men gan tang kém theo bilirubin tang. Phan
I6n tu khdi sau khi ngung diéu tri véi cetirizin.

Liét ké cdc tdc dung khéng mong mudn:

Céc thif nghiém lam sang c6 di chiing mi ddi, so sanh cetirizin véi gia dugc hodc cac khang histamin
khac § liéu khuy&n cdo (10mg mdi ngay ddi vdi cetirizin), trong sd dé c6 cac dif ligu vé tinh an toan, bao
gdm han 3.200 ddi tugng dugc cho ding cetirizin.

Tif cac dif liéu nay, trong céc thif nghiém c6 ddi chlng cetirizin 10mg v6i gia duge, cac tac dung khdng
mong mudn sau dugc ghi nhan véi ty 18 I6n hon hodc bang 1.0%:

Téac dung khéng mong mudn Cetirizin 10mg Gia dugc
(WHO-ART) (n= 3.260) (n= 3.061)

R&i loan toan thdn va tai cho
Mét moi - 1.63% 0.95%




RGi loan hé than kinh /

Chong mét 1.10% 0.98%
Nhiic dﬁu 7.42% 8.07%
RGi loan tiéu hod

Pau bung 0.98%

Khd miéng 2.09%

Budn non 1.07%

ROi loan tdm than

Budn ngil 9.63% 5.00%
ROi loan ho hdp, nguc va trung that

Viém hong 1.29% 1.34%

Méc du vé mat thdng ké cho thdy hién tugng budn ngli xay ra nhiéu hon so véi khi dung gia dugc, nhung
da s6 cac trudng hgp chi bubn ngli it hodc trung binh. Cac thi nghiém khach quan da dugc ching minh
bdi céc nghién clu khéc cho thdy dung liéu khuy&n cdo mbi ngay khéng anh hubng dén sinh hoat hang
ngay clia ngudi tinh nguyén tré khde manh.

DOi tugng tré em:

Céc tac dung khong mong mudn c6 ty 18 I6n han hodc bang 1% trén céc tré em tif 6 thang dén 12 tudi,
trong thir nghiém 1am sang c6 doi chitng v6i gia dugc dugc thé hién dudi day:

Tac dung khdng mong mudn Cetirizin 10mg Gia dugc
(WHO-ART) (n= 3.260) (n= 3.061)

Roi loan tiéu hoé
Tiéu chay 1.0% 0.6%
R6i loan tam than
Budn ngfl 1.8% 1.4%
Rdi loan h6 hap, nguc, trung that
Viém mui 1.4% 1.1%
R&i loan toan than va tai chd
Mét moi 1.0% 0.3%

Sau khi thudc ra thj trudng

Téc dung khong mong mudn dugc phén loai theo hé thdng cd quan va tdn sudt. Tan sudt dugc dinh
nghia nhu sau: Rat thudng gap (> 1/10), thudng gap (> 1/100, < 1/10), it gép (> 1/1000, < 1/100),
hi€ém (> 1/ 10000, < 1/1000), rdt hiém (< 1/10000), chua biét (chua thé udc tinh tir dif lieu c6 san).

Céc hé ¢o It gdp Hiém gap R4t hi€m gap Chua biét
quan (>1/1000, <1/100)  {(>1/10000, <1/1000) (<1/10000)
RGi loan méu Giam tiéu cdu
va hé bach
huyét
ROi loan hé Qua man S6c phan vé
mién dich
Réi loan Tang cam gidc
chuyén hoé thém an
va dinh duBng
R&i loan tam Lo 4u Hung hdng, 10 1dn, | Gi4t cd
thin trdm cam, hoang
tuding, mét ngll.
F{ﬁi loan than | Dj cam Co gidt Rdi loan vi giac, M4t tri nhd,
Kinh ngat, run, r8i loan | suy giam tri
truong Iyc,rdi loan | nhé.
van dong.
RGi loan thi ROi loan diéu tiét,
giac nhin md, roi loan
van nhan.
Rdi loan tai va Chong mat
tién dinh
Rdi loan tim Tim dap nhanh
mach
Rdi loan tiéu Tiéu chay
hoa
R&i loan gan Chic nang gan bat Viém gan
mat thudng (tang
transaminase alkalin,
phosphatase,y-GT
va bilirubin )
RGi loan da va | NgUa, phat ban NGi may day Phu mach thdn kinh,
mo dudi da phat ban tai chd cd
dinh do thudc.
R6i loan than Tigu kho, dai ddm | By tidy
va tiét niéu
RGi loan toan | Suy nhugc, khé chiu | Phi né
than va tai chd
Xét nghiém Tang can
QUA LIEU VA CACH XU TRI: v—
* Triéu chifng qua liéu:

Cac trigu chiing ghi nhan dugc sau khi dung qua liéu cetirizin chil yéu lién quan dén céc tac dung trén
hé than kinh trung uong hodc céc tc dung khéng cholinergic.

Tac dung khéng mong mudn dugc ghi nhdn sau khi diung mot liéu it nhat gap 5 1dn liéu khuyén cdo
hang ngay: 10 Ian, tidu chay, mét mai, nhiic ddu, khé chiu, gidan déng i, nglfa, bén chén, an than, budn
ngl, siing sd, tim dap nhanh, run va bi tiéu.

* Cach xur tri:

Chua c6 thudc giai doc dac hiéu. Néu ding qud liéu, bénh nhan cdn dugc diéu tri triéu ching va didu tri
ho trg. Xem xét rifa da day ngay sau khi udng. Cetirizin khong dugc loai bd hiéu qua biing cach thAm
tach mau.

QUY CACH BONG GO!I: Vi Nhdm-PVC. Hop 10 vi x 10 vién; Chai 100 vién.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC

D& xa tdm tay tré em

Bao quan ndi khd, nhiét do khong qua 30°C, tranh 4nh sang.

HAN DUNG CUA THUOC: 36 thang ké tif ngay san xuit.

TIEU CHUAN CHAT LUQGNG: TCCS

TEN, DIA CH, BIEU TUONG CUA CO SG SAN XUAT

San xudt tai:
‘\ CONG TY O PHAN DUGC PHAM TV.PHARM
(ﬁ . 27 Nguyén Chi Thanh - K.2 - P.9 - Tp. Tra Vinh - Tinh Tra Vinh - Viéet Nam

TV.PHARM Drl: (0294) 3753121, Fax: (0294) 3740239
NGAY XEM XET SUA 01, CAP NHAT LAI NOI DUNG HDSD THUOC: 15.08.2018




