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Mau nhan hdp vién nén bao phim UKISEN
Kich thudc: 85 x 45 x 45 (mm)
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UKISEN

’ [TIEU CHUAN] TCCS.

[BAO QUAN]
UKISEN Trong bao bi kin.
G nhiét do phong khong qué 30°C.

Cetirizin HCl 10 mg [BONG GO}
10 Vién bao phim/ Vi x 10 Vi/ Hop.

DE biét thém thong tin,
xin doc 1§ hudng dan bén trong hop.

Dt{qc san xudt tai
CONG TY CP KOREA UNITED PHARM. INT'L

56.2A, a1 L6 Ty Do, Khu CN Viét Nam-Singapore, Thun An, Binh Duong, Viét Nam

“UKISEN' .

100 vien nén bao phim (10vi X 10 vien)

BUOC SAN XUAT TAI
')} CONGTY CP KOREA UNITED PHARMLINT'L
NH DUONG, VIET NAM

[THANH PHAN] M3i vién nén bao phim chia:

Cetirizin hydroclorid -----=====-======sm=eees 10 mg
® T4 duge vira d 1 vién bao phim.
UKISEN 0 T
e e Vién nén bao phim hinh thudn, mau trdng, mét mat
Cetirizin HCl 10 mg 0 khc “KUP” va mat kia co khdc “CRT".
[CHI DINH]
. Viém miii dj ing dai ddng, viém miii dj tng theo mua,
S0 LO SX : viém k6t mac dj ing, may day ty phat man tinh.
/ NGAY SX [LIEU LUGNG & CACH DUNG]
o N Xin doc kj huéng dn sif dung.
V% 5. 1 AN DONG:: [CHONG CHi BINH, TAC DUNG PHY]
-—fz loung A(UWSO PK 3 Xin doc ky huéng dan st dyng.
Deputy General D rector

Cong ty C6 Phan Korea United Pharm. Int'l
Thuén An, Binh Duong, Viét Nam.
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TO HUONG DAN SU DUNG THUOC

UKISEN Vién nén bao phim
Cetirizin hydroclorid 10 mg

DE xa tim tay tré em.
Doc ky huéng dan sit dung truée khi ding.
Néu can thém thong tin, xin héi y kién bdc si.

THANH PHAN
MGéi vién nén bao phim chua:
Cetitizin BYUEOCIOTIA . ciinisisssmniiimmmsinsonmssainnmsararasssransesvunsasorsussssrpnesspnessammrsss sspssy xassns 10 mg

Td dugc: Lactose monohydrat, Cellulose vi tinh thé 102, Tinh bot natri glycolat, Magnesi
stearat, Colloidal silicon dioxyd, Opadry white OY-C7000A.

MO TA

Vién nén bao phim hinh thudn, mau tring, mot mit ¢ khic “KUP” va mit kia c¢6 khic
‘SCRT”.

DUQC LUC HQC

Cetirizin 12 thudc khdng histamin manh ¢6 tdc dung chong di ng, nhung khong giy budn
ngd & liéu dugc 1y. Cetirizin ¢6 tdc dung ddi khdng chon loc & thu thé H, nhung hiu nhu
khong ¢6 tic dung dén cdc thu thé khdc, do vy hau nhu khong g6 t§¢ dung d6i khdng
acetylcholin va khong c¢6 tic dung ddi khdang serotonin. Cetirizin @c dhé giai doan sém clia
phdn @ng di tng qua trung gian histamin.

DUGC PONG HQOC
Hap thu

Nong do dinh & trang thdi cin bang khodng 300 ng/ml, dat dudc sau 1,0 + 0,5 gid. Cetirizin
khong tich liiy khi dung liéu 10 mg trong 10 ngdy. Su phin bd cta céc thong s6 dugc dong
nhu ndng do dinh trong huyét twong (Cmax) va dién tich dudi dudng cong (AUC) khong thay
ddi ddng k& & cdc cd thé.

A"

Thic dn khong 1am gidm mitc dd hap thu cla cetirizin, mic di ty 1€ hap thu gidm. Sinh kha
dung clia thudc tuong ty khi cetirizin duge dung dudi dang dung dich, vién nang hodc vién
nén.

Phan bé

Thé tich phin bd biéu ki€n 12 0,50 Vkg. Ty 1€ lién két vSi protein huy€t twong cia cetirizin 1a
93 + 0,3%. Cetirizin khong lam thay ddi lién két protein clia warfarin.

Chuyén héa va thai trir

Cetirizin khong trai qua qud trinh chuyén héa ddng k€ & 1an dau. Khodng 2/3 liéu diing dugc
bai ti€t dudi dang khong ddi qua nude tiéu. Nita ddi thdi trir trong huyét tuong khodng 10 gid.
Cetirizin thé hién dong hoc tuy€n tinh & khodng li€u 5 d€n 60 mg.
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Dugc dong hoc & cdc ddi tugng dic biét

Nguoi cao tudi: Sau khi ding liéu don 10 mg, thdi gian ban thdi ting khoang 50% va do
thanh thdi gidm 40% & 16 bénh nhan cao tudi so vdi ngudi tré. Sy gidm do thanh thii cda
cetirizin & nhitng ngudi tinh nguyén cao tudi nay c6 lién quan dé&n suy gidm chitc ning thin.
Tré em, tré so sinh va tré mdi biét di: Thdi gian bdn thdi clia cetirizin khodng 6 gi & tré em
t 6-12 tudi va 5 gid & tré em tir 2-6 tui. G tré so sinh va tré méi bi&t di tir 6-24 thang tudi,
thdi gian bdn thdi gidm con 3,1 gid.

Bénh nhan suy thdn: Duge dong hoc clia thudc tuong ty & bénh nhan suy than nhe (d6 thanh
thdi creatinin cao hon 40 ml/phiit) va & ngudi tinh nguyén khde manh. Bénh nhén suy thin &
mifc d§ trung binh c¢6 thdi gian bén thdi ting gdp 3 1an va do thanh thdi gidm 70% so vdi
ngudi tinh nguyén khde manh.

Bénh nhin thim tdch mdu (d6 thanh thai creatinin dudi 7 ml/phiit) dung liéu don cetirizin 10
mg dudng udng c6 thdi gian bédn thii ting gip 3 1an va d6 thanh thai gidm 70% so véi binh
thudng. Cetirizin khé dugc thdi trit qua dudng thim tich mdu. Cin diéu chinh liéu & bénh
nhin suy thdn trung binh hoic ndng.

Bénh nhdn bi suy gan: Bénh nhan bi bénh gan min tinh (suy t€ bao gan,  mit va xd gan
mat) dung li€u don cetirizin 10 mg hoic 20 mg 1am ting thdi gian ban thii 50% va gidam do
thanh thdi 40% so v4i ngudi khde manh. Di€u chinh liéu chi cin thi€t § nhitng bénh nhin bi
suy gan néu dong thdi ¢6 suy than.

CHI PINH

Viém mii di ¢ng dai ding, viém miii di @ng theo mua, viém két maMng, may day ty phat
man tinh.

LIEU LUGNG & CACH DUNG

Thudc duge udng cing 1 ¢dc nudc.

Nguoi 16n va tré em tir 12 tudi tré lén: Udng 1 vién 10 mg/ ngay.

Nguoi gia: Khong cin gidm liéu & ngudi gia ¢6 chifc ning than binh thudng.

Bénh nhdn suy thdn: Li€u diéu chinh theo hé sd thanh thdi creatinin (Cl,;) nhu bing sau:

Chifc niing thian Cl. (ml/ phuit) Liéu dung
Binh thudng > 80 10 mg x 1 1an/ ngay
Suy thin nhe 50 -79 10 mg x 1 1an/ ngay
Suy thin vira 30 -49 5 mg x 1 1an/ ngay
Suy thin ning <30 5 mg x cich 2 ngay 1 lan
Suy hign, giai dogn,ous] <10 chéng chi dinh
hodc phdi tham tdch

Bénh nhdn suy gan: Khong cin diéu chinh liéu & bénh nhan chi suy gan.
Bénh nhdn suy gan va suy thdn: Piéu chinh li€u theo bdng ctia bénh nhén suy than.

Tré em dudi 12 tudi: Dung dang bao ch& khic d€ c6 li€u diing phit hgp.
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CHONG CHI PINH

Nhitng ngudi c6 tién st di ng vdi cetirizin, hodc bat cit thanh phin nao cda thudc, vdi
hydroxyzin hoic bat k¥ din xuit ndo clia piperazin.

Bénh nhin suy thdn ning c6 d6 thanh thai creatinin dudi 10 ml/phit (Cl; < 10 ml/ phit).
CANH BAO VA THAN TRONG KHI DUNG THUOC

3§ liéu diéu tri, thuSc khong c6 tuong téc dang k€ vé mit lam sing v4i rugu (d6i véi ndng do
con trong mdu 1a 0,5 g/l). Tuy nhién, cin thin trong néu udng rugu dong thdi.

Can than trong & nhitng bénh nhin c¢é y&u td nguy cd bi bi tiéu (nhu tdn thuong tiy song,
ting sinh tuy€n tién liét) vi cetirizin ¢6 thé 1am ting nguy co bi tidu.

Can thin trong & bénh nhian dong kinh va bénh nhan ¢6 nguy co bi co giit.

Ngtta va/hoic ndi mé day c6 thé x4y ra khi ngung ding cetirizin, ngay c4 khi nhitng triéu
chitng ndy khong c6 trude khi bdt dau diéu tri. Trong mdt s trudng hdp, céc triéu chitng c6
th€ ning hon va c6 thé can diéu tri lai. C4c triéu chitng s& dugc cdi thién khi ti€n hanh diéu
tri lai.

Xét nghiém di tng da bi ttc ché€ bdi thudc khdng histamin va can thdi gian dao thdi (3 ngay)
truSe khi ti€n hanh xét nghiém.

Thudc ¢6 chifa lactose monohydrat. Do d6, bénh nhian c6 van dé vé di truyén hi€m gip nhu
khong dung nap galactose, thi€u hut Lapp lactase, hodc rdi loan hap thu glucose-galactose
khong nén ding thudc nay.

Tré em

Khuy&n cdo khong dung thudc dang vién nén bao phim & tré em dusi 6 tudi gl&da/ng bao ché&
nay khong ddp ng liéu phi hgp.

TUGNG TAC THUOC

Céc thong tin vé dung nap, dugc luc hoc va duge dong hoc ctia cetirizine cho tha'y khong c6
twong tic doi véi thudc khang histamin nay. Thuc t€, cdc nghién ciu vé tuong tic thudc da
thuc hién cho thay khong c6 tuong tic vé duge dong cling nhu duge lyc hoc ddng k€ khi udng
ciing pseudoephedrin hodc theophyllin (400 mg/ngay).

Thic dn khong 1am gidm mitc dd hap thu clia cetirizin, mic di ty 1& hip thu gidm.
TAC DUNG KHONG MONG MUON (ADR)

Thuong gdp, 1/100 <ADR <1/10

R&i loan toan thin: Mét mdi.

R&i loan hé than kinh trung uong va ngoai bién: Chéng mit, nhuc dau.
R&i loan tiéu héa: Kho miéng, budn non.

R&i loan tAm than: Budn ngd.

R&i loan hé ho hdp: Viém hong.

It gap, 1/1000 <ADR <1/100

R&i loan hé tiéu héa: Pau bung.

R&i loan tAm than: Kich dong.

R&i Joan hé than kinh: Di cam.

R&i loan tiéu hoa: Tiéu chdy.
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~ R&i loan da va md dudi da: Ngita, phat ban.

R&i loan chung: Suy nhudc, khé chiu.

Hiém gap, 1/10000 < ADR <1/1.000

R&i loan hé mién dich: Qud man.

R3i loan tdm than: Hay gdy g6, Id 14n, trAm cdm, 4o gidc, mit ngd.

R&i loan hé than kinh: Co giit, ri loan vin dong.

R&i loan tim: Nhip tim nhanh.

R4i loan gan mat: Chifc ning gan bat thudng (ting transaminase, phosphatase kiém, y-GT va
bilirubin).

R6i loan da va md dudi da: N&i mé day.

R&i loan chung: Phil né.

Khdc: Tang can.

Rdt hiém gap, ADR <1/10000

R6i loan mdu va hé bach huy&t: Gidm ti€u cau.

R6i loan hé mién dich: S6¢ phan vé.

R0i loan tAm than: Chitng may giat co.

R&i loan hé than kinh: RS loan vi gidc, ngat, run, rdi loan trudng luc cd, rdi loan van dong.
R6i loan mit: R3i loan diéu ti€t mat, nhin md, tt xoay mit.

R6i loan da va md dudi da: Phit mach, hdng ban nhiém sic ¢d dinh.

R&i loan than va ti€t niéu: Kho ti€u tién, ti€u dam.

Chuta dugc biét (khong thé udc tinh duogc tix dit liéu cé sdn)

R&i loan chuyén héa va dinh dudng: Ting theém in.

R&i loan tAm than: C6 y dinh t ti.

R&i loan hé thin kinh: M4t tri nhé, suy gidm tri nhd.

R&i loan tai va &c tai: Chdng miit.

R0i loan da va mo dudi da: HOi chitng ngoai ban mun mu toan thin cﬁ‘*}‘t{nh (AGEP).
R6i loan thin va tiét niéu: Bi tiéu.

Phan vng da xdy ra sau khi ngung diung cetirizin

Sau khi ngung diing cetirizin, ngita (ngita dit doi) va/hodc ndi mé day da dugc ghi nhin.
Théng bdo cho bdc si nhiing tdc dung khong mong mubn gap phdai khi sit dung thuéc.
SUDUNG THUOC G PHU NU MANG THAI

Tuy cetirizin khong gy qudi thai & dong vat, nhung khdng c6 nhitng nghién citu day di trén
ngudi mang thai, khong nén ding thudc khi ¢6 thai.

SUDUNG THUOC TRONG THOI KY CHO CON BU
Cetirizin bai ti€t qua sita me, vi vy ba me cho con bd khong nén dang thudc nay.
ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Vi liéu khuyén cdo 10 mg, khdng c¢6 bat cit bi€u lién 1am sang ¢6 lién quan dén kha ning
14i xe, gidc ngd va van hanh mdy méc. Bénh nhan ¢6 y dinh ldi xe, tham gia cdc hoat dong
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nguy hi€m hodc vin hanh mdy méc khong nén ding qud liéu khuyén cdo va nén cin nhic
ddp tng clia ho ddi vdi thude. PSi v6i cdc bénh nhin nhay cdm nay, diing thudc ddng thdi
véi udng rugu hodc cdc thudc wc ché than kinh trung wong c6 thé 1am gidm su tinh tdo va
gidm kha ndng hoat ddng.

QUA LIEU VA XU TR

Doc tinh: Con han ch€ vé kinh nghiém ding thudc qué liéu. Liéu 20 mg cho tré 2 tudi, 30 mg
cho tré 3 tudi va 40 mg cho tré 11 tudi khong thay c6 ba't ky triéu chitng nao. Liéu 60 mg cho
tré 4 tudi xdy ra nhiém ddc nhe, 400 mg cho tré 14 tudi x4y ra triéu ching nhe trong khi liéu
400-500 mg cho ngudi 16n lai khdng c6 bat ky triéu chitng nao.

Tri¢u chitng: Céc triéu chitng ghi nhan dudc sau khi dung qu4 li€u cetirizin chi y&u lién quan
dén cdc tdc dung trén hé than kinh trung wong hoic cdc tic dung khdng acetylcholin. Cédc
dung khong mong mudn dugc ghi nhin sau khi udng liéu it nhat gap 5 1an li€u khuyén cdo
hang ngay: 14 13n, tiéu chdy, chéng mit, mét mdi, nhitc dau, khé chiu, ngita, bdn chdn, an
than, budn ngt, sitng sd, nhip tim nhanh, run va bi tiéu.

Xi# tri: Chua c6 thudc gidi doc dic hidu cho cetirizin. Néu x4y ra qud li¢u, can tién hanh diéu
tri triéu chitng hodc diéu tri hd trg. Nén can nhic rita da day sau tthgén udng qud
liéu. Cetirizin khong dugc thai trir hiéu qua bing phuong phap thim tdch mau.
HAN DUNG

36 thang ké tif ngdy sdn xuit.

Khong diing thubc qud han sit dung ghi trén hip.

BAO QUAN

Trong bao bi kin. o] nhiét d§ phong khong qua 30°C.

PONG GOI )
10 Vién nén bao phim/ Vi x 10 Vi/ Hop.

TIEU CHUAN

TCCS.
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S4n xudt tai .

CONG TY C6 PHAN KOREA UNITED PHARM. INT’L
S8 2A, Pai 10 Ty Do, Khu cdng nghiép Viét Nam-Singapore,
Thuin An, Binh Duong, Viét Nam.

L«/«‘/ Phé Tong Giam Poc
co s& san xuat va dang ky thude

TUQ.CUC TRUGNG
PTRUONG PHONG
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