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Shin-ku Kang

Thinh phin: M6i viCn n6n bao phim chua:
Levocetirizine dihydrochloride ..................... 5mg

Lidu luqng vi cich dUng, Chi dinh, ch6ng chi ctlnh,
thfn trgng, l6c dr,rng kh6ng mong mu6n vi c5c th6ng
tin kh5c: Xin xem k! hudng d6n trong hQp.

Bio quan: GiO thu6c trong bao d6ng kin, h6nh 5nh s6ng,
nhiet d0 dudi 30t
D6 xa tAm tay cria trd em.

Lot. No (56 16 sX):
Mfs. (Nsx):
Exp. (HD):
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216, Sandan - ro, Danwon -gu, Ansan - Si,
cyeorEgi - do, Republic of Korea.
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Manufactured by:

PHABM.CO.,LID.

Each film coated tablel contains:
Levocetirizine dihydrochloride 5mg

Dosage and Administration,
lndication, Contraindication,
Precaution, Slde+ffect and
other lnrormation:
Please refer to the leaflet inside.

Storage:
Store in a light - resistant airtighl
conlainer at room lemperature
below 30"C.

Specificatlon: ln-house

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

Compositlon:

San xu6t bdi:
PHARM.CO.,tTD.

216, Sandan - ro, oaruon -gu, Ansan - Sl,
Gy@nggi - do, Han Ordc.
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samfr

.......; arla chi:

Thinh phin:
M6i vi6n n6n bao phim ch(ra:
Levocetirizin dihydrochlorid 5mg

Lidu lugng vi c5ch dtng,
Chl 6inh, ch6ng chi dinh,
than trgng, t5c dgng kh6ng mong
mu6n vi cac th6ng tin kh6c:
Xin xem k! hu6ng d6n trong hQp.

Bio quCn: GiO thu6c hong bao
bl duqc d6ng kin, h6nh 5nh s5ng,
nhi0t d0 duoi 3dC.
Ti6u chuln: Nha san xudt
Oii xa tlm tay cia tr6 em
OOc ky hurng d5n st} dgns tn^ie
khl dtng.

Visa No (55 oK):VN.Jf,A##+#

56 16 5X: Xem Lot No.
NSXr Xem Mfg.
HD: Xem Exp.
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TABLETS

(Levocetirizine 2HCL Tablets 5mg)
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PHANM,CO.,lID,
2r6 S.d.n. @, Ornen{u,&!n-Si,
Gpnwl - do, R.publE ol xo,.r.

Thinh phln:
Levocetirizine dihydrochloride ..................... 5mg

LiBu lugng vi c6ch dring, Chi dinh, ch6ng chi
lllnh, tic dgng kh6ng mong mu6n vi cic th6ng
tln khic: Xin xem k! huong dAn trong hQp

Blo quin: Giir thu6c hong bao bi d6ng kln,
tr6nh 6nh s6ng, nhiot d0 dudi 3Ot.

DB xa tim tay c0a tri em.
Lot. No (s6 16 sx):
Mfs. (NSX):
Exp. (HD):
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lhin-ku Kang
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Bottle of 300 tablets

W
San xu6t bdi:

PHARM.CO.,LTD.
2'16. Sandan - ro, DaMgn {u, Ansan - Si,
Gyeonggi - do, Hin Qudc.
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Thinh phAn:

M6i viCn nen bao phim chrla:
Levocetirizin dihydrochlorid 5mg

LiAu luqng vi c6ch dtng,
Chi ttinh, ch6ng chi dinh,
th{n trgng, t6c dgng kh6ng
mong mu6n vi c6c th6ng tln kh6c:
Xin xem k! huOng d6n trong hQp.

Bio quin: GiO thu6c trong bao
bi duqc d6ng kin, h6nh dnh sing,
nhiOt d0 du0i 30"C.
Ti6u chuAn: NhA sdn xu6t
O6 xa tim tay cta tr6 em
Dgc k! hrdng din sr! dgng truoc
khi dtng

Visa No (56 OK):VN-#S##-##

Sd 16 5X: Xem Lot No.

NSX: Xem Mfg.

HD: Xem Exp.
216, Sandan - ro, Danwon {u, Ansan - Si,
Gyeonggi - do, Republic of Korea.

@
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Manufactured by:

PHARM.CO.,LTD.

Composition:

Each film coated tablet contains:

Levocetirizine dihydrochloride 5mg

Dosage and Administration,
lndicatlon, Gontraindication,
Precaution, Side+ffect and
other lnformation:
Please refer to the leaflet inside.

Storage:

Store in a light - resistant airtight

container at room temperatule

below 30"C,

Speciflcatlon: ln-house

KEEP OUT OF REACH OF CHILDREN,

READ CAREFULLY THE LEAFLET
BEFORE USE.
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Td hrd'ng ddn sn d4rng thu6c

Levoseren Tablets
(Levocetirizin dihydrochlorid 5mg)

o Dgc k! hudng ddn sft dung tnrdc khi dilng. Ndu cdn tham th6ng tin, xin htii !, kian bdc st
. ThAng bdo cho bdc si nhtrng tdc dyng khing mong mrOn gfip phtii khi sir dqng thu6c.

. Dd xo tim tay trd em.

o Khing dilng thu\c quri hgn sn dyng rld in tr\n hQp.

THANH PHAN
V6i vien ndn chua:

Hoat ch6t: Levocetirizin dihydrochlorid . , ... ..... 5 mg

T6 duoc: silicon dioxid d4ng keo, lactose hydrat, cellulose vi tinh th6, magnesi stearat,
Opadry 03828796 mdu tring.

DANG BAO CHE
Vi€n ndn bao phim mdu tring cl6n vdng nhat, hinh bAu duc.

DIJqC LV HQC
l. Dugc lpc hgc
Levocetirizin ld dang il6ng ph6n enatiomer (R) cua cctirizin, mdt chat d6i khdng manh vi
chgn lgc tr€n recepter Hl o ngo4i bi€n.

2. Dugc tlQng hgc
Levocetirizin cho th6y dugc d6ng hoc tuy6n tfnh trong khodng li6u di6u tri o c6c d5i tuqng
nguoi ldn kh6e mpnh.

Hdp thu
Levocetirizin dugc h6p thu nhanh vir manh sau khi.dirng duong udng. O ngudi l6n, n6ng dd
clinh trong huy6t tuong d4t rlugc 0,9 gio sau khj u6ng vi6n nen. T1i l€ tich lfry sau khi dtng
duong u6ng hdng ngdy ld 1,12 voi tr4ng th6i 6n dinh <lat <lugc sau 2 ngdy. N6ng.tlQ <linh

thucrng ld270 ng/ml sau khi dtng mdt 1i6u <lcrn vd 308 ng/ml sau khi ding l[p lai li6u 5 mg,
1 l6n/ngiry. Thuc 6n kh6ng 6nh hucrng il6n diQn tich dudi duong cong AUC cua vi6n ndn
levocetirizin, nhrmg. Tmax b! chAm khoi{n g 1 ,25 gio vd Cmax gidm khoang 36Yo sau khi dung
voi m6t bfia 5n nhi€u chdt bdo, do.do levocetirizin c6 th€ dugc dung cing holc khong cing
vdi thirc [n. M6t li6u dung dich u6ng 5 mg.(10 ml) tuong <luong sinh hoc vdi mQt li6u vi6n
ndn 5 mg. Sau khi dtng duirng u6ng mQt 1i6u 5 mg dung dich u6ng cho c6c cl6i tugng ngu<ri

l6n khoe.manh, n6ng dQ dinh trong huy6t tuong trung binh dat duoc khoAng 0,5 gio sau khi
dtng thu6c.

PhAn bd
Sr; gin k6t cta levocetirizin vdi protein huy6t tuong trung

J
Y

92oh,l<h6ng phu thuQc vAo n6ng dQ

tri trong huy6t tucrng dd dugc quan
trong khoing 90-s000
siit. Sau khi dirng.

Qn cho su phdn b6
li6u ki6n

\

I

I
a)o

F,

trung binh ld khodng 0,4 lit/kg, d4i di trong t6ng lugng nu6c

KO
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ChuyAn hda
Mric clo chuy6n h6a cua levocetirizin cr ngucri ithcrn 14o/o lidu ding vd do cl6 sgkhdc bi€t do
tinh da hinh v6 di truy€n hoac dtng d6ng thoi voi cilc thuoc ric ch6 enzym chuy6n h6a thu6c
o gan dunc du ki6n ld kh6ng drlng k6. Ciic con cluong chuy6n hoa bao 96- o*y h6a vong
thom, kht nh6m alkyl o vi tri N- vA O- vd li€n hqp v6'i taurin. Con duong khu alkyl cht y6u
qua trung gian CYP 3A4 trong khi quri trinh oxy h5a vong thcym li6n quan <l6n nhi6u isoform
CYP vdlhoic isoform CYP khong x6c tlinh.

Thtii trir
Thoi gian b6n hriy trong huydt tuong o cric tl5i tuong nguoi l6n khoe manh khoAng 8-9 gio
sau khi dtng vi6n ndn u6ng vi dung dich u5ng vd d6 thanh thiii toin th6n duong u6ng trung
binh cua levocetirizin khodng 0,63 mllkglphirt. C6c ducrng bdi ti6t chinh cira levocetirizin vd
cic chdt chuy6n ir6a cria n6ld qua nudc ti6u, chi5m trung binh 85,4oA lidu dirng. Su bdi ti6t
qua phdn chi chi6m 12,9o/o li6u dtng. Levocetirizin dugc bdi ti6t do sU lec cua cdu th{n vd bdi
ti0t chu clQng o 6ng thAn. D6 thanh thii th6n cta levocetirizin tuong quan v6i <lQ thanh thii

//0_
creatinin. O bQnh nh6n suy th6n, d6 thanh thrii cua levocetirizin gidm.

CHi DINH / -"i ' ' - -1--,---- r:A-- ,----- --r-:- '--zt'
Thu6c ndy <lugc chi dinh dC cli6u tri c6c tri6u chring li6n quan voi:

- Vi€m rnti di ung theo mira vd vi6m mfri di ung quanh n5m (bao gdm cri vi6m mfii df ung
kdo ddi);

- N6i ma day tu ph6t man tinh; vi

- Vi6m da vd eczema (chdm) vdi triQu chring ngira (sri dung d6ng thdi vdi c6c ch6 ph6m

hydrocortison dtng ngodi)

LrEU LTIQNG VA CACU DUNG
Nguoi lon vi trd em tir 6 tu6i tro l€n: Lidu khuy6n c5o hdng ngdy ld 5 mg levocetirizin
dihydrochlorid dugc dtng 1 lAn u5ng 5 mg (l vi6n ndn bao phim). Levoseren phdi dugc ding
<lucrng u6ng vd c6 th€ dtng ctng hoic kh6ng.ctng vdi thuc in.
BQnh nh6n suy th{n: Khoring c6ch dung thudc phii clugc <li6u chinh theo chuc ning th{n (d0

thanh thei creatinin (ClCr) (ml/phtt)).

50 < CLcn< 80

30<CLcn<50 5 mg, m6i 2 ngay mQt lAn

NEng l0 < CLcr< 30 5 mg, m5i 3 ngdy rnQt lAn

;

1
,ri,-

9[9lG cHi DINH . :l) BQnh nhAn qu6 m6n hoic c6 tien su quii mAn v6i levoceti
cua Levoseren hodc vdi bAt kj, dAn xu6t piperazin niro

rizin hoic Udt t<y thdnh phAn ndo

2) Benh nhAn suy than (d0 thanh thai creatinin (ClCr) < l0 ml/phrit) vd benh

thAm ph6n m6u
3) PhU nt c6 thai hodc phu nt c6 th€ c6 thai vd bir me cho con bt

Li6u ding vi tAn su6t
dung thudcD6 thanh thii creatinin (CL6p) (ml/ph[t)

Nhe 5 mg, m6i ngdy mQt lin

Trung binh

o

qE
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4) Khdng duoc dtng Levoseren cho tre nh6 vA tre mdi bi6t di dudi 2 tuOi. O6l voi vi6c su
dung cho trd em dutvi 6 ru6i. t<hOng su dung vi6n ndn Levoseren vd su dung dung dich
u6ng Levoseren.

5) Do g hien diQn cria lactose trong vi6n ndn Levoseren, nhtng bdnh nh6n c6 v6n de di
truy€n vd kh6ng dung nap galactose, thi6u hut Lapp lactase ht6c kdm hdp thu glucose-
galactose kh6ng n€n dtng vi6n ndn Levoseren.

THAN TRQNG DAC BIET KHI SU'DUNG
Cdn thdn trong d5c biet khi su dpng Levoseren cho ciic b0nh nh6n sau <IAy:

I ) Bdnh nhdn suy th6n (n6ng dQ cao trong huy€t tuong c6 thd <luo-c duy rri.)

2) Benh nhAn suy gan (ndng d6 cao trong huy6t tuong c6 th6 cluoc duy tri.)

3) B€nh nhdn cao tu6i (n6ng d6 cao trong huy6t nrcrng c6 th6 duoc duy tri.)

PHAN UNG PHU
/uL/ _----

1) TAm thdn vd hd thin kinh: budn ngt, rl6i khi kh6 chiu, nhuc diu vd chm giitc te liet, ngu ga

hi6m gip, nhe vd tho6ng qua, mQt moi, ch6ng mdq ciim giiic n4ng clAu vd kfch thich

2) Hd ti6u h6a: ddi khi kh6 miQng, ctm giilc mdi kh6, bu6n n6n, ch6n In , kh6 chiu da ddy,
kh6 ti6u, dau bgng, dau d4 ddy, kh6 chiu <y bpng, n6n hii5m g6p, r5i loan d4 ddy-ruqt, ti6u
chiy, vi6m mdi vd loan vi giiic

3) HC tim m4ch: nhip tim nhanh hi6m g5p, loan nhip, t6ng huy6t iip, rl6i khi clinh tr6ng nguc

4) Mrlu: vi6m m4ch, d6i khi giam bach cAu, giam bach ciu trung tinh, tSng lympho bdo,';tdng bach c6u ua eosin, t6ng b4ch cAu don nhAn to hi6m g5p, tbng ti6u c6u vd giAm ti6u
:.

cau

5) Quri m6n: nhay cAm 5nh s6ng, sdc phin vQ, d6i khi phir, n6i ban hi6m g4p, ngua vd phri
mach

6) Mit: hi6m gdp nhin mo vd sung huy6t k6t m4c

7) Gan: doi khi tang ASt ALT, phosphatase ki6m (Al-P) vd bilirubin todn phin

8) ThAn: d6i khi tlng nit<r ur6 huy6t (B[IN), duong ni€u vd miiu 6n trong nudc ti6u

9) Nhirng.phAn ung phu kh6c: vi6m hong, ho, sung huy6t mfri,.co th6t ph6 quin, lo4n thfnh
giiic, r6i loan thi gi6c, cl6i khi ilau nggc, kinh nguyQt kh6ng ddu hi€m g6p vi tr tai

l0) Kinh nghiCm sau khi luu hdnh thu6c:

, ,:- Trong cdc kdt qud theo d6i sau khi luu hdnh thu6c vC levocetirizin duoc thgc hi6n d 1866

b6nh nhAn (vi6n ndn: 1701 benh nh6n, dung dich: 165 b€nh nhAn) trong 4 ndm, ty lQ ra

ciic phin ring phu ld l,l3ul' (25 trong 2l 1866 b6nh nhAn). Cric phin ung phr,r chir
thAnbu,5n ngu (0,270 ,511866 b6nh nhAn), an (0,21%, 411866 b6nh nhAn) vd

(0,110 , 211866 b6nh nh6n).
nhAn quA voi thu6c

Ty 16 xay ra c6c phdn ung phu trong d6 kh6ng th6
quan hQ dd duoc brio c6o lit0.64% (12 trong l2ll8(t6

T
]'1
:iI

i]
-ja
;g

lt
1

,/

g6m budn ngt (0.27o/o,5/l tt66 bdnh nhdn), an thin (0,21yo,4/1t366 bdnh

C

https://trungtamthuoc.com/



(0,1lyo,211866 bQnh nhan) vd nhirc dAu (0,05%, t/t866 bcnh nh6n). cdc phdn urg phu
nghi€m trong, bdt t<c moi quan h€ nhdn quii, ld gdy xucrng do suc dp vi vi6m ph6i (0,05%
(f trong .ll1866 bQnh nhan) arii voi m6i phan tng phu). cdc phdn ung phu kh6ng.nong
ntu6n, bet kC m6i quan hC nhdn qud, dd duoc b6o ciio ld vi€m mi6ng, dt m b6t thuong,
chiy. nho gie_t sau mti, kh6 thd, di cAm, rlng huy6t 6p, giy xuong do suc ip vd vi6m ph6i
(l d6i vdi m6i phdn ring phu).

- Sfi luqng c6c phdn irng phu khdng mong mu6n dugc thu thAp qua ciic b6o cdo tu'phrit, thu
nghiQm l6m yng vd tdi li6u tham khdo y vdn trong thoi gian theo d6i h6u mdi Id 8 vd
tdng s6 bao g6m <Iau co (2), gidnd6ng tri (l), mun trung cd (1), t[ng dudng nuyet 1t;. nOi
mC day (l), chucrng br,rng (l) va ting cAn (l).

rHA\ TRQNG CHUNG
I ) Bu6n ngir, mdt moi vd suy nhugc co thd xiy ra sau khi u6ng Levoseren. Vi v6y ndn

khuy6n b6nh nhdn th6n trong khi co f dinh l6i xe vd tham gia vdo cilc hoat d6ng doi hoi sp
tinh t6o tinh thAn hodn todn nhu vdn hdnh miiy m6c.

2) N6n tr6nh su dpng d6ng thoi Levoseren vdi rucru holc thu6c ch6ng trim ciim vi giam
sg tinh t6o holc suy giim thdm hoat <l6ng cua hC thdn kinh trung uong c6 th6 xdy ra.

TTIONG TAC THUOC
1) Cfrng nhu c6c thu5c kh6ng histamin khilc, n€n triinh su dung ddng thcyi Levoseren vdi rugu.

2) Chua c6 nghidn cuu vd tuong tiic thu5c dugc thgc,hiQn v6i levocctirizin, tuy nhi€n cric

nghidn cuu voi cetirizin hqp chdt racemat cho thAy kh6ng co tuong uic vdi antipyrin
pseudoephedrin, ery'thromycin, azithromycin, ketoconazol vi cimetidin. Di quan s6t thAy
mQt sU gi6m nhe vC d0 thanh thdi cua cetirizin trong m6t nghiCn cuu rla Ii6u vtii
theophyllin (400 mg, I lir/ngdy).

3) Ritonavir lhm tlng diQn tich <1u6i duong cong (AUC) cua cetirizin trong huy6t tuong

khoAng 420/o, kdm,theo ting thdi gian b6n huy (53%) vd giAm d0 thanh thai cua cetirizin
(29%). Sp ph6n b6 ritonavir kh6ng bi thay d6i do vi6c dilng cetirizin il6ng thoi.

4) Mirc d0 h6p thu cua levocetirizin khdng gi6m do thuc 6n m5c dir t6c t10 h6p thu giim.

Axg HUOrrIG DEN xrrA NANC rAT Xr TIOAC VAN HANH VTAY MOC
Budn ngit, mQt moi vd suy nhuoc c6 th6 xiy ra sau khi u6ng Levoseren. Vi vAy n€n

khuy6n bQnh nh6n th6n trong khi c6 f dinh Lii xe vd tham gia vdo c6c ho4t ddng doi hoi sg

tinh t6o tinh thAn hodn todn nhu vQn hdnh m6y m6c.

srJ DVNG 6 rnp xrI c6 THAI vA BA Mp CHO CON BU
1) Kh6ng c6 bdo c6o levocetirizin glty ra qudi thai trong c6c nghiCn cuu o dQng vAt. Tuy

nhi€n, khdng n€n sil dung Levoseren trong khi mang thai do kh6ng c6 nghidn cuu ilAy du

o phu nir co thai.

\

a

/

2) Vi levoc etirizin ld R-enantiomer (chdt Ctii trintr; c[ra cetiri
duqc bdi ti6t qua sira me, levocetirizin cing dugc du ki6n
Vi viy kh6ng n6n su dung Levoseren trong khi cho con bt.

zin vd dI c6 b6o cilo cetirizin
ld sE dugc bdi tiiit qua sta me.

SU DUNG O TRE EM
l) Cric k6t qua nghi6n cuu ch6o cho th6y dtng mQt li6u 5 mg levocetirizin chn

p
o
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cric bQnh nhi ttr 6-12 tu6i d6n cl6n di6n tich dudi duong cong AUC toin thdn g6p khoang 2
lAn clugc quan s6t th6y khi ding li6u 5 mg levocetirizin AilyOrochlorid ctro n[u&i lon kh6e
manh. Vi vdy, khuy6n c6o kh6ng vucrt qu6lidu 2,5 mg, I lAn/ngdy.

2) Trong m$t nghi€n cuu dugc dgng hoc, ding I ,25 mg,1 lAn/ngdy cho trd em nr 6 th6ng cl6n

5 tu6i ddn d6n di6n tfch du6i clucrng cong AUC todn thdn tuong tluong vdi 5 mg , I

l6n/ngdy & ngudi l6n.

su'nqnc o'r'tcuor cAo TUor
Vi levocetirizin chri y6u clugc thai tru qua thfn, n6ng clQ qu6 mirc trong m6u c6 th6.dugc
duy tri o nhtng bQnh nh6n cao.tu6i c6 chuc ning th{n.thuong bl giam. Vi v4y n6n bat dAu

dtrng v6i li6u thip vd n€u c6 b6t kj, bAt thuong niro xuAt hi€n thi n6n giim li6u holc ngung
dtng thu6c vd ti€n hdnh cric bi6n phrip thich h-o. p.

ANH TTUONG DEN KET QUA CUA CAC THU NGHIEM LAM sANC
Kh6ng khuy5n ciio su dung Levoseren 3-5 ngdy trudc khi thgc hi6n thu nghiQm voi di , ril ,
nguy€n trong da vi Levoseren ric chd phin ung ndy. /AU

'-?'-'-guA lrEu
I ) Cric triQu chung qu6 li6u bao gdm budn ngri & ngudi lon, o tre em ban ddu ld kich <l6ng vd

bdn ch6n, sau d6 ld budn ngu.

2) Chua c6 thu5c girii dQc clac hi€u a6i vOi levocetirizin. N6u xay ra quil lidu, khuy6n c6o

di6u tri triQu chring hoac di6u tri h5 tro. N6n xem xdt rua da day sau khi u6ng qu6 li6u x6y

ra trong mQt thoi gian ngin.

3) Levocetirizin khdng clugc loai b6 m6t c6ch hiQu qu6 bing thAm phdn.

nAo euAx
Git thu6c trong bao bi <lugc d6ng kin, tr6nh 6nh s6ng, o nhiet d0 dudi 30"C.

HAN DUNG
24 thing kC tu ngdy s6n xuit.

DONG GOI
HQp I l9 chfia 30 vi€n nin bao phim.
HQp I lq chua 300 vi€n nen bao Phim.

TIOU CHUAN
Nhd sin xu6t }

SAn xu6t t4i Hin Quiic brii

SAMIL PHARM. CO., LTD.

samfi.

lIrQ.cUcrRUlYo
P.MI.fNC PHONG

frtiVa"Wc

5

216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Repu

v-

https://trungtamthuoc.com/


