PHAN HUPONG DAN SUF DUNG THUOC CHO CANBQ Y TE

CAC DAC TINH DUQIC LIFC HQC, DUQC BONG HOC:

Durgre Ire hoe:

+ Ma ATC: ROBAEQT.

+ Nhdm duge ly: khang histamin; A4l khang thy thé H,.

+ Cetirizin 18 din chét cia piperazin va 13 chit chuyén hod cha hydroxyzin.
Cetirizin c6 tae dung ddi khang manh va chon loc & thy thé H, ngoai vi, nhung
héu nhir khiing o6 tde dung dén cde thy thd khde, do vay hiu nhu khéng co
tac dung dbi khang serotonin. Celtirizin (o ché giai doan s&m cua phan ong di
tng qua trung gian histamin va clng lam giam sy di divi coa cac & bag viém
v gidm gidi phdng cdc chét trung glan & giai doan mudn cla phan img dj tng.

+ Tinh phén cyc cla cetirizin t8ng so véi hydroxyzin nén phan bd cla thude vao
hé TKTUF gidm va it Lac dong 1&n TETL so véi cac thude khang histamin thé hé
thir nhét (diphenhydrmin, hydroxyzin) nén it gay budn ngu. Tuy nhién, ty 1& nguin
bénh ding cetirizin oo tdc dyng khdng mong mudn nhir ngl ga lai cao hon so vai
ngudi bénh ding cac thudce khang histamin thé hé thir hai khac nhu loratadin.

Dwore ddng hoc:

¢ Thubc hap thu nhanh sau khi ubng. Ndng 46 dinh do & trang thai cén bang &
mirc 0,3 microgam/mi, dat dugc sau (1,0 0,5) gié. Sinh kha dung dudng ubng
thay ddi khi dung thube cing véri thire an. Thé tich phin bd bidu kién 12 0,5 litkg.
Ty 18 lién két veni protein huyét trong |2 93 £ 0,3%. Cetirizin khong lam thay dbi
kha nang lién két protein huyét trong cla warfarin, Thude khdng bj chuyén hoa
lan déu,

+ Khodng 2/3 lidu ding dugc bai xudt dudi dang khong dbi qua nude tidu, Thai
gian ban thai huyél trorng khodng 10 gidr. Cetirizin cd ding hoc tuyén tinh &
khoding liéu 5 - 60mg.

# Thubc vao sira me, nhung hiu nhu khdng qua hang réo méu — ndo.

CHI B|NH - LIEU LUFONG, CACH DUNG - CHONG CHI BINH:

Chi dinh:

+ Catirizin dugre chi dinh trong diéu tri chimg viém mai di ing dai ddng, vigm mii
dj trng theo moa, may day man tinh v& can; viém két mac dj img.

Liéu lwong va cach diing:

Céch dung: ding theo duwéng ubng, ubng trudre hodc sau bira an,

Liéu dang:

+ Nouedi lém va tré em trén 6 wdi: 10mg x 1 An/ngay.

+ Suy gan: lidu cAn gidm mdt nira.

+ Suy than: lidu hidu chinh theo Cler nhuwre bang sau:

Chirc nang than Cl_, ml/phit Liéu dung
Binh thurdmg = B0 10mg x 1 lAn/ngay
Suy than nhe 50-79 10mg x 1 1An/ngay
Suy than vira 30 - 49 5mg x 1 lAn/ngay
Suy thén nang <30 5mg cach 2 ngay 1lan
Suy than giai doan cudi | <10 Chéng chi djnh
hogic phai thdm tach
Chéng chi dinh:
+ Nhirng ngudri of tién st di Umng v&i cetirizin, vdi hydroxyzin hodc bét olr thanh
phén ndo cla thubc.

+ Suy than giai doan cudi (Cl, < 10 ml/phit).
CAC TRUONG HOP THAN TRONG KHI DUNG THUOGC:

+ Can phéi didu chinh lidu & ngudi suy than vira hodc ndng va ngudi dang tham
phén than nhan tao.,

+ Chn didu chinh libu & ngudi suy gan.

« Tranh ding dbng thér cetirizin wéi rrgu va céc thube to ché thdn kinh trung
wong, vi lam tang thém tac dyng clia cac thubc nay.

+ Thén trong & bénh nhan phi dai tuyén tign ligt, tn thuong tuy sdng vi cetirzin
©6 thé lam tang nguy co bi tidu.

+ Cén than trong dong cetirizin cho bénh nhan déng kinh va bénh nhan co nguy
oo co giat.

« Xét nghiém dj (rng da bi (rc ché béi thudc khang histamin va thai gian loai bd
thudc ra khdi co thé trong vai ngay (3 ngay) 14 can thiét truére khi thire hién ching.

+ Nhirng bé&nh nhan khéng dung nap galactose, thiéu hyt Lapp lactase hodc rdi
loan hap thu glucose-galactose khéng nén ding thudc nay.

¢ Thubc oo chira thanh phin c6 thé gay tac dung khang mong mudn nhur rdi loan
tigu hod, tidu chéy (dAu thdu diu); phan trng dj (rng (MAu ponceau 4R).

+ Tré em dudi 6 twdi nén s dyng dang ché phim khac.

PHU N CO THAL
Tuy cetirizin khiing gay quai thai & dng vil, nhurng chra cd nhirng nghién ol
day 30 trén ngudi mang thai, cho nén khong nén dang thude khi cd thai.
PhU NOF CHO CON BU:
Cetirizin bai tiét gua sira, vi vay trénh khéng cho con bu khi ngudi me diing thubec.
LAI XE VA VAN HANH MAY MOC:
Céin than trong khi 1ai xe hodc van hanh may méc do thubc cé thé gay tac dung
khéng mong mubn ngl ga, mét madi, chéng mat, nhirc dau.
TUWONG TAC THUOC:

¢ Tranh két hop vdi cac thube tre ché than kinh trung wong nhur thube an thén, rugu.

+ B4 thanh thai cetirizin giam nhe khi ur!mg cung 400mg theophylin. Khdng ding
vién gidl phéng cham két hop cetirizin hydroclorid va pseudoephedrin hydroclorid
& ngudi bénh dang ding hodc nglrng thudc IMAQ.

+ Thirc 3n khéng anh huéng d&n mic dd hdp thu cda cetirizin, mac du tde dé
hép thu gidm,

TAC DUNG KHONG MONG MUON:

it gap (1/1000 < ADR < 1/100):

+ Tam than: kich dong.

+ Hé thin kinh: di cdm.

+ Hé tidu hoa: tidu chay.

+ Da va cac md dwdi da: nglra, ban da.

« Rdi loan khac: suy nhurgre, khié chiu.

Hiém gap (1/10.000 < ADR < 1/1.000):

¢ Hé théng mign dich: qua mén.

+ H& than kinh: hung hang, 10 18n, trdm cam, do giac, mat ngu.

¢ Hé thén kinh: co git, rdi loan van déng.

+ Tim mach: nhip tim nhanh,

« Hé gan mat: chirc néng gan bat thudmg (ting transaminase, alkaline phosphatase,
v-GT va bilirubin),

¢ Da va cac mb dudi da: may day.

+ Khac: pho, tdng can.

Rét hiém gap (ADR < 1/10.000):

+ Hé mau va bach huyét: gidm tiéu clu.

¢ Hé midn dich: shock phdn vé.

+ Tam thin: chirng may oo (tic).

+ He than kinh: rbi loan vj gide, ngét, run, rdi loan truong lue, 1ol loan van dgng.
X[ TRI ADR: Ngung st dung thufic va tur van béc s§ d& duge hi trgr y 18 kip théi,
QUA LIEU - XUF TRI:

¢ Tridu chirng: ngl ga & ngurdi Iém; & tré em cd thé bj kich ddng.

+ Xur tri: dén nay vin chura co thubc gidi ddc dédc higu. Khi qué liéu nghiém trong
cdin gy nén va rira da day clng véi cac phuwremg phip hd trer. Thim tach mau
khidng cé tac dyung trong dibu trj qua lidu cetirizin.

CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: (Khang cé).

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Va&n Sy, Phuding 10, Quén Pha Nhudn, TP.HCM
BT:(84-28)-384401086 Fax: (84-28)-38440446
San xudt tal chi nhdanh

CONG TY CPDP TRUNG UONG VIDIPHA BiNH DUONG

VIDIPHA  Hhu ph Tan Binh, Phutng Tan Hip, Thi xi Tan Uyén, Tinh Binh Dudng




ﬂ CETIRIZIN 10mg

Boc kif hu&gz dén sir dung trirérc khi ding
xa tm tay tré em
Théng bdo ngay cho bic s§ hodc dwpe s§ nhimg téc dyng khdng mong mubn gip phal khi sir dyng thubc

PHAN HUPONG DAN SIF DUNG THUOC CHO NGL'OI BENH

THANH PHAN, HAM LUQ'NG CUA THUOC: Méi vién nén bao phim chira:
+ Hogat ahit chinh: Cetirizin Rydroclond..............cc.cotbunsresecosmossissenssmssnens 10mg.
# Td dirgre: Starch 15800, Lactose, PVP K30, bdt tale, magnesi stearat, aerosil,
H.EM.C 806, titan dioxyd, ddu thiu diu, mau ponceau 4R,
MO TA SAN PHAM:
Vién nén bao phim mau dd, hinh chir nhat, bdn gdc bo tron, mot mat trom, mot
mét cé logo hinh ludi lidm va gach ngang & gilra, canh va thanh vién lanh lan.
Qul CACH BONG GOI:
+ Hop 10 vi x 10 vién nén bao phim,
+ Chai 100 vién nén bao phim.
THUOC DUNG CHO BENH Gi:
Cetirizin dwgre chi dinh trong didu tri chirng viém mii di ('ng dai dang, vigém mai
di img theo moa, may day man tinh vb cén; viém két mac dj Gng.
NEN DUNG THUOC NAY NHLF THE NAO VA LIEU LUQNG:
Céach ding: Ding theo dudng udng, c6 thé ubng trrérc hodic sau bira &n,
Ligu ding:
+ Noguwdr lémn va tré em trén 6 tudi: 10mg x 1 HAn/ngay.
+ Suy gan: libu cn gidm mét nira.
& Suy thén: lidu hiéu chinh theo Clor nhw béng sau:

Chire nang than Cl. mlphat | Liéu dung

Binh thurémg = 80 10mg x 1 l&n/ngay
Suy thén nhe 50-79 10mg % 1 lAn/ngay
Suy than vira 30-49 Smg x 1 lAn/ngay

Suy than ndng < 30 5mg cach 2 ngay 1 n
Suy than giai doancudi | =10 Chéng chi dinh

hodc phai thim tach

KHI NAO KHONG NEN DUNG THUOC NAY:

+ Nhirng ngudi cé tidn s di ing véi cetirizin, v&i hydroxyzin hode bt i thanh
phan nao cla thudc.

* Suy than giai doan cudi (C1. < 10 ml/phut).

TAC DYNG KHONG MONG MUON:

it gap (111000 < ADR < 1/100);

# Tam thén: kich ddng.

+ Hé thin kinh: di cam,

+ Hé tidu hoa: tidqu chay.

+ Da va cdc mb dwdi da: nglra, ban da.

¢ Rbiloan khac: suy nhuge, khd chiu.

Hiém gap (1/10.000 < ADR < 1/1.000):

¢ Hé théng mién dich: qua man.

+ Hé than kinh: hung héng, 10 1&n, trdm cam, do gidc, mat ngl.

# H& than kinh: co giat, réi loan van déng.

+ Tim mach: nhip tim nhanh,

# Hé gan mat: chirc néng gan bét thurdng (tang transaminase, alkaline phosphatase,
+-GT va bilirubin).

+ Da va cdc mb dudi da: may day.

+ Khac: pha, téng can.

Rét hiém gap (ADR < 1/10.000}:

+ Hé mau va bach huyét gidm tiéu cu.
+ Hé mién dich: shock phan vé,
+ Tam than: ching may co (tic).
+ Ha thén kinh: rdi loan v giac, ngét, run, réi loan treong Iy, rdi loan vin ddng.
XU TRI ADR:
Ngung sir dyung thudc va b van béac s§ d& duoc hd trg v té kip théi.
NEN TRANH DUNG THUOC HOAC THUC PHAM Gi KHI DANG SUf DUNG
THUOC NAY:
+ Tranh két hgp voi cac thude e ché than kinh trung wong nhuw thudc an than, rugu,
+ B4 thanh thai cetirizin giam nhe khi udng cing 400mg theophylin. Khéng ding
vién gidi phong cham két hop cetirizin hydroclorid va pseudoephedrin hydroclorid
& nguéri banh dang ding hodc nglrng thude IMAOD,
# Thirc dn khéng dnh hudng dén mirc 88 hip thu cha cetirizin, mac di téc 8
hép thu gidm.
CAN LAM GI KHI MOT LAN QUEN DUNG THUOC:
Néu quén mdt liku, nén ubng thubc cang sém cang t&t. Nhirng néu da gén dén
lic ubng liéu tiép theo, chi diing idu sau ma théi, Khiing nén ding liéu dbi hay
thém fidu dé bl vao lidu quén ubng.
CAN BAO QUAN THUOC NAY NHU' THE NAO:
Neoi khé, nhigt 48 khéng qua 30°C, tranh anh sang
NHI'NG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:
Mgl ga & ngudi Ién; & tré em cb thé bj kich ddng.
CAN PHAI LAM Gi KHI DUNG QUA LIEU KHUYEN CAD:
Trong trweérng hop qua lidu xdy ra, & nghi dén ngay co sd y 18 gln nhat dé
nhan vién y t& cd bign phap xr tri kip thev.
NHO'NG BIEU CAN THAN TRONG KHI DUNG THUOC NAY:
& Cén phai didu chinh lidu & ngudi suy than vira hodc ndng va ngudi dang tham
phé&n than nhan tao.
+ Can didu chinh lidu & ngui suy gan.
+ Tranh ding ddng thoi cetirizin v&i rugu véa céc thubc e ché thin kinh trung
wong, vi lam téng thém tac dung cla cac thude nay.
+ Than trong & bénh nhan phi dai tuyén tién ligt, 15n thuong tuy séng vi cetirizin
¢ thé 1am tang nguy co bi tidu,
+ Can than trong ding cetirizin cho bénh nhan dong kinh va bénh nhdn b nguy
co oo gift.
+ Xét nghiém dj (rng da bj tre ché béi thube khang histamin va théi gian loai b
thube ra khdi cor thé trong vai ngay (3 ngay) 1a can thiét trudre khi thyee hién ching.
+ Nhirng bénh nhén khong dung nap galactose, thiéu hut Lapp lactase hoac rbi
lean hdp thu glucose-galactose khang nén ding thube nay,
+ Thubc cé chira thanh phéin cb thé gy tac dyng khong mong mudn nhur rdi loan
tigu hod, tigu chiy (ddu thiu diu); phan (ng dj ing (mau ponceau 4R).
# Tré em dudi 6 tudi nén sir dung dang ché pham khac.
PHU NIF CO THAI:
Tuy celirizin khdng gay quai thai & dbng vat, nhung chuwa cd nhikng nghién ciu
ddy 40 trén ngurdi mang thai, cho n&n khéng nén ding thude khi c6 thai,
PHU NF CHO CON BU:
Cetirizin bai tiét qua sira, vi vy frdnh khiing cho con ba khi ngudi me ding thube.
LAI XE VA VAN HANH MAY MGOC:
Cén théan trong khi 141 xe hode van hanh may mac do thufic cd thé gay téc dung
khéng mong mufin ngli ga, mét mdi, chéng mat, nhirc dAu.
KHI NAO CAN THAM VAN BAC SY, DUQC SV:
+ Khi gap bét i tac dung khéng mong mudn nao trong qua trinh sir dung thude.
+ Khi ding qua lidu chi dinh.
+ Néu cdn thém thong tin xin hdi ¥ kién cla béc s§ hodc duge s7.
HAN DUNG CUA THUOC: 36 thang ké tir ngay sén xuét.
TEN, BlA CHI, BIEU TU'QNG CUA COf SO SAN XUAT:
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WInIA

NGAY XEM XET, SUFA DOI CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG THUOC

CHINHANH CONG TY CO PHAN DLI'C PHAM TRUNG LPONG VIDIPHA BINH DUONG
Khu phé T&n binh, Phuémg Tan Higp, Thi x& Tan Uyan, Tinh Binh Dwong
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