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L EVOSEREN

TABLETS
(Levocetirizine 2HCL Tablets 5mg)

Manufactured by:
sam||. PHARM.CO,,LTD.

216, Sandan - ro, Danwon -gu, Ansan - Si,
Gyeonggi - do, Rupubllc of Korea.
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Thanh phan: Méi vién nén bao phim chira:
Levocetirizine dihydrochloride ..................... 5mg

Liéu Iwgng va cach diing, Chi dinh, chéng chi djnh,
thén trong, tac dung khéng mong muén va céc théng
tin khéc: Xin xem ky huéng dan trong hdp.

Bao quan: Gitr thuéc trong bao déng kin, tranh anh sang,
nhiét 4§ dudi 30°C

Dé xa tAm tay cua tré em.

Lot. No (S6 16 SX):

Mfg. (NSX):

Exp. (HD)

Composition:

[Bottle of 30 tablets|

Each film coated tablet contains:
Levocetirizine dihydrochloride 5mg

Dosage and Administration,
Indication, Contraindication,
Precaution, Side-effect and
other information:

Please refer to the leaflet inside.

L EVOSEREN
TABLETS
(Levocetirizine 2HCL Tablets 5Smg)

Storage:

e ) » Tiéu chudn: Nha san xuét
@ | olschmiaycison
g‘;‘ojv ';%,C oom temp Doc ki hiréng din sir dung trwée
' DNNK: -......; 81 ChF ... ey
Manufactured by: Specification: In-house San xuét bai: Visa No (S6 DK): VN-#HH-##

sam||. PHARMCD.EID. | s ouT OF REACH OF CHRGESL sam|L PHARM.CO,LTD. | 5616 SX:Xem Lot No.
216, Sandan - ro, Danwon -gu, Ansan - Si, | READ CAREFULLY THE LEAFLET 216, Sandan - ro, Danwon -gu, Ansan - 8i, | NSX:Xem Mfg.
Gyeonggi - do, Republic of Korea. BEFORE USE. Gyeonggi - do, Han Quéc. HD: Xem Exp.

(Vién nén Levocetirizine 2HCL 5mg)

] Thanh phén:

Méi vién nén bao phim chira:
Levocetirizin dihydrochlorid 5mg
Lidu lwgng va cach dung, ¢

[Hop 1 1o 30 vien

Chi dinh, chéng chi dinh, !

than trong, tac dung khong mong ‘
EVO S E R E N mudn va céc théng tin khac: %
T ABLETS Xin xem k§ huéng dén trong hdp. \’;x

Bao quan: Gitr thubc trong bao
bi dugec dong kin, tranh anh sang,
nhiét 3 duwai 30°C.

Lot No./Mfg./Exp.
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Shin-ku Kang

Overseas Business / General manager
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L EVOSEREN

T ABLETS
(Levocetirizine 2HCL Tablets 5mg)

@_  Manufactured by:
SaM|L pHARM.CO,LTD.

216, Sandan - 1o, Danwon gu, Ansan - Si,
Gyeonggi - do, Republic of Korea.

Thanh phén:

Levocetirizine dihydrochloride ..................... 5mg
Liéu lwgng va céch diing, Chi dinh, chéng chi
dinh, tac dung khdng mong mudn va cac théng
tin khac: Xin xem ky hu¢ng dan trong hop

Bao quan: Giir thuéc trong bao bi  déng kin,

tranh &nh sang, nhiét dé dudi 30°C.

Dé xa tm tay cuia tré em.
Lot. No (S6 16 SX):

Mfg. (NSX):

Exp. (HD):

| Bottle of 300 tablets]

| EVOSEREN

T ABLETS
(Levocetirizine 2HCL Tablets 5mg)

300 Tabs.

@_ Manufactured by:
SAM|L pHARM.CO.LTD.

216, Sandan - ro, Danwon -gu, Ansan - Si,
Gyeonggi - do, Republic of Korea.

Composition:

Each film coated tablet contains:
Levocetirizine dihydrochloride 5mg

Dosage and Administration,
Indication, Contraindication,
Precaution, Side-effect and
other information:

Please refer to the leaflet inside.

Storage:

Store in a light - resistant airtight
container at room temperature
below 30°C.

Specification: In-house
KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET
BEFORE USE.

Hop 110 300 vién

Thanh phén:

M&i vién nén bao phim chira:
Levocetirizin dihydrochlorid 5mg
Liéu Iwgng va cach ding,

Chi dinh, chéng chi dinh,

than trong, tic dung khong

mong muon va cac thong tin khéc:
Xin xem k§ huéng dén trong hop.
Bao quan: Git thudc trong bao

bi dwgc déng kin, tranh anh sang,
nhiét do dudi 30°C.

Tiéu chuén: Nha san xuét 2
Dé xa tm tay clia tré em

Doc ky hwéng dan sir dung trwéc
khi ding

L EVOSEREN
T ABLETS
(Vién nén Levocetirizine 2HCL 5mg)

300 Tabs.

[DNNK: .......; dia chi ..cocovenneee.
@ San xuét boi:

SAM|L pHARM.CO.,LTD.

216, Sandan - ro, Danwon -gu, Ansan - Si,
Gyeonggi - do, Han Quéc.

Visa No (S6 DK): VN-####-##
S8 16 SX: Xem Lot No.

NSX: Xem Mfg.

HD: Xem Exp.

Lot No./Mfg./Exp.

+hin-ku Kang N

—
verseas Business / General manager



To huéng dan sir dung thuéc

Levoseren Tablets
(Levocetirizin dihydrochlorid Smg)

»  Doc ky hwong dan sir dung truéc khi ding. Néu can thém thong tin, xin héi y kién bdc si.
*  Théng bdo cho bdc si nhiing tic dung khong mong muén gap phdi khi sir dung thuéc.
e Dé xa tam tay tré em.

e Khéng ding thuéc qud han sir dung da in trén hjp.

THANH PHAN / /
Moi vién nén chira: , .

Hoat chét: Levocetirizin dihydrochlorid .......................... Smg

Td duogc: silicon dioxid dang keo, lactose hydrat, cellulose vi tinh thé, magnesi stearat,
Opadry 03B28796 mau trang.

DANG BAO CHE o ‘
Vién nén bao phim mau trang dén vang nhat, hinh bau duc.

DUQC LY HQC

1. Dwgc luce hoc

Levocetirizin 1a dang dong phan enatiomer (R) cua cetirizin, mot chat ddi khang manh va
chon lgc trén recepter H1 ¢ ngoai bién.

2. Dugc djng hge )
Levocetirizin cho thay dugc dong hoc tuyén tinh trong khoang liéu diéu tri ¢ cac doi tugng
nguoi [dn khde manh.

Hap thu

Levocetirizin dugc hép thu nhanh va manh sau khi ~dung duong uéng. O ngudi 16n, nong do
dinh trong huyét twong dat duge 0.9 gior sau khi ubng vién nén. Ty 1¢ tich liy sau khi dung
duong udng hang ngay 1a 1,12 véi trang thdi 6n dinh dat dugc sau 2 ngay. Nong do dinh
thudng 1a 270 ng/ml sau khi ding mét liéu don va 308 ng/ml sau khi ding lap lai liéu 5 mg,
1 lan/ngay. Thic in khong anh huong dén dién tich dudi duong cong AUC cua vién nén
levocetirizin, nhung Tmax bi chdm khoang 1,25 gi¢ va Cmax giam khoang 36% sau khi dung
v&i mot bira an nhidu chét béo, do do levocetirizin ¢o thé dugc ding cing hoic khong cung
véi thire an. Mot lidu dung dich uong 5 mg (10 ml) twong duong sinh hoc vdi mot liéu vién
nén S mg. Sau khi dung dudng udng mot lidu 5 mg dung dich uéng cho cac doi tugng nguoi
16n khoe manh, ndng do dinh trong huyét tuong trung binh dat dugc khoang 0,5 git sau khi
dung thudc.

Phan bo
Su gin két cua levocetirizin VGi protein huyét tuong trung binh in vitro trong khoang fir 91-

92%, khong phu thude vao ndng dé trong khoang 90-5000 ng/ml, bao gdm cac r}ong?ie db@u\

tri trong huyét twong da dugc quan sat. Sau khi dung liéu uong, thé tich phény/ bo bréu kxen N o\
trung binh la khoang 0,4 lit/kg, dai dién cho su phédn bd trong tong lugng nude co; a

o8



Chuyén héa

Muc do chuyen hoa cua levocetirizin ¢ ngudi it hon 14% lidu dung va do do su khéc biét do
tinh da hinh vé di truyen hodc dung dong thai vai cac thude e ché enzym chuyen héa thude
& gan dugc du kién 1a khong dang ké. Céc con duong chuyén hoa bao goém oxy hoa vong
thom, khur nhém alkyl ¢ vi tri N- va O- va lién hgp véi taurin. Con duong khur alkyl chu yéu
qua trung gian CYP 3A4 trong khi qua trinh oxy héa vong thom lién quan dén nhiéu isoform
CYP va/hoac isoform CYP khong xac dinh.

Thai trir

Thoi gian ban huy trong huyét tuong o céac 601 tuong nguoi 16n khoe manh khoang 8-9 gio
sau khi ding vién nén uéng va dung dich udng va do thanh thai toan than dudng udng trung
binh cua levocetirizin khoang 0,63 ml/kg/phut. Céc duong bai tiét chinh cta levocetirizin va
cac chat chuyén héa ciia né 1a qua nude tiéu, chiém trung binh 85,4% lidu dung. Su bai tiét
qua phan chi chiém 12,9% lidu dung. Levocetirizin dugc bai tiét do su loc cua cau than va bai
tiét chu dong & dng than. Do thanh thai than cua levocetirizin tuong quan véi do thanh thai

creatinin. O bénh nhan suy than, dg thanh thai cua levocetirizin giam. //[
—

CHI PINH o
Thuoc nay dugc chi dinh dé dicu tri céc triéu chung lién quan véi:

- Viém mii di ing theo mua va viém mii di ung quanh nam (bao gom ca viém mii di ung
kéo dai);

- Nb6i mé day tu phat man tinh; va

- Viém da va eczema (cham) véi triéu ching ngira (st dung dong thoi vdi cac ché pham
hydrocortison dung ngoai)

LIEU LUQNG VA CACH DUNG

Ngudi 16n va tré em tir 6 tudi trg Ién: Liéu khuyen cao hang ngay la 5 mg levocetirizin
dihydrochlorid dugc dung 1 Jin udng 5 mg (1 vién nén bao phim). Levoseren phai dugc ding
duong udng va co thé dung ciing hoac khéng cung véi thire an.

Bénh nhan suy than: Khoang céch dung thude phai duoc diéu chinh theo chitc nang than (d6
thanh thai creatinin (CICr) (ml/phut)).

[**'7" o [ A \ \ LA X
| Do thanh thai creatinin (CLCR) (ml/phat) | Bk Gonpweit Cuth

\ dung thude

[ [ - x|

‘ Nhe | 50 < CLCR <80 5 mg, moi ngay mot lan

[ ‘ S s

. Trung binh ‘ 30 <CLer< 50 5 mg, mdi 2 ngdy mot lin |
Niéng T- 10 < CLcr<30 5 mg, mdi 3 ngay mot lan

CHONG CHI DINH

1) Bénh nhan qua mén hoic c6 tién sur qua mén véi levocetirizin hodc bat ky thanh phédn nao
ctia Levoseren hodc véi bat ky din xuat piperazin nao

2) Bénh nhan suy thén (d6 thanh thai creatinin (CICr) < 10 ml/phut) va bénh nha'ﬁ dat)gﬁaéc’ \
thim phan méau ;”/ X/ =
3) Phu ntt ¢6 thai hodc phu nir ¢ thé ¢6 thai va ba me cho con bu §i %/ o



4) Khéng dugce dung Levoseren cho tré nho va tre méi biét di dudi 2 tudi. Déi véi viée sir
dung cho tr¢ em dudi 6 tudi, khong sur dung vién nén Levoseren va su dung dung dich
udng Levoseren.

5) Do su hién di¢n cua lactose trong vién nén Levoseren, nhitng bénh nhin ¢6 vin dé di
truyén vé khong dung nap galactose, thiéu hut Lapp lactase hoic kém hap thu glucose-
galactose khong nén dung vién nén Levoseren.

THAN TRONG DPAC BIET KHI SU DUNG
Cén than trong dac biét khi sit dung Levoseren cho céc bénh nhén sau day:

1) Bénh nhan suy thin (néng do cao trong huyét tuong c6 thé duge duy tri.)
2) Bénh nhén suy gan (ndng dé cao trong huyét tuong c6 thé duge duy tri.)
3) Bénh nhén cao tudi (ndng d¢ cao trong huyét twong ¢6 thé duge duy tri.) / /%é

PHAN UNG PHU
1) Tam than va h¢ than kinh: budn ngu, d6i khi khé chiu, nhire diu va cam gidc té liét, ngi ga
hiém gap, nhe va thoang qua, mét moi, chéng mat, cam giac nang dau va kich thich

2) Hé tiéu héa: d6i khi kho miéng, cam gidec moi khd, budn nén, chan an , khé chiu da day,
kho tiéu, dau bung, dau da day, khé chiu & bung, n6n hiém gap, roi loan da day-rudt, tiéu
chdy, viém moi va loan vi giac

3) Hé tim mach: nhip tim nhanh hiém gdp, loan nhip, tang huyét ap, doi khi danh tréng nguc

4) Mau: viém mach, déi khi giam bach cau, giam bach cau trung tinh, tang lympho bao,
tang bach cau ua cosin, ting bach cdu don nhan to hiém gap, tang tiéu ciu va giam tiéu

cau

5) Qui man: nhay cdm 4anh séng, séc phan vé, déi khi phi, ndi ban hiém gip, ngira va phu
mach

6) Mit: hiém gap nhin mo va sung huyét két mac
7) Gan: d6i khi tang AST, ALT, phosphatase kiém (AI-P) va bilirubin toan phin
8) Than: d6i khi ting nito uré huyét (BUN), dudng niéu va méu 4n trong nudc tiéu

9) Nhing phan (ng phu khac: viém hong, ho, sung huyét miii, co thit phé quan, loan thinh
gidc, rbi loan thi gidc, d6i khi dau nguc, kinh nguyét khong déu hiém gap va U tai

10) Kinh nghiém sau khi lwu hanh thudc:
- Trong céc két qua theo ddi sau khi luu hanh thude vé levocetirizin dugc thuc hién & 1866

bénh nhén (vién nén: 1701 bénh nhan, dung dich: 165 bénh nhan) trong 4 nam, ty I¢ xdy ra
cac phan ung phu la 1,13% (25 trong 21/1866 bénh nhan). Cdc phan tng phu chu yéu la...

budn ngi (0,27%, 5/1866 bénh nhan), an than (0,21%, 4/1866 bénh nhan) va c)gciﬁg mat,

(0,11%, 2/1866 bénh nhan). Ty I¢ xay ra cac phan ung phu trong d6 khong thé J6ai.
quan hé nhan qua véi thude da duge bao cdo 1a 0,64% (12 trong 12/1866 bg_ah nhan) bao A
26m budn ngu (0,27%, 5/1866 bénh nhan), an than (0,21%, 4/1866 bénh nhan); qq(’)ng mats \g
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(0,11%, 2/1866 bénh nhan) va nhirc dau (0,05%, 1/1866 bénh nhan). Cac phan ung phu
nghiém trong, bat ké méi quan h¢ nhan qua, 1a gdy xwong do sirc ép va viém phai (0,05%
(1 trong 1/1866 bénh nhan) d6i véi mdi phan ung phu). Cac phan Gng phu khéng mong
mudn, bat ké mdi quan hé nhan qua, da dugc bao cdo la viém miéng, dom bt thuong,
chay nho g glot sau mili, khé tho, di cam, ting huyét 4p, giy xuong do stic ép va viém phoi
(1 d6i v&i mdi phan tng phu).

- S0 lugng céc phan tng phu khéng mong mudn duoc thu thip qua cc bao cdo tu phat, thu
nghiém 1&m sang va tai liéu tham khdo y van trong thoi gian theo ddi hau mai 13 8 ve
téng s6 bao gdm dau co (2), gidn ddng tr (1), mun tring cé (1), ting dudng huyét (1), ndi
mé day (1), chudng bung (1) va tang can (1).

THAN TRONG CHUNG

1) Buon ngu, mét moi va suy nhuge c¢é thé xay ra sau khi udng Levoseren. Vi vdy nén
khuyén bénh nhan than trong khi ¢6 y dinh 14i xe va tham gia vao cac hoat dong doi hoi su
tinh tdo tinh thdn hoan toan nhu vin hanh may moc.

su tinh tdo hodc suy giam thém hoat dong cua hé than kinh trung wong co thé xay ra.

2) Nén tranh sir dung ddng thai Levoseren véi rugu hodc thude chdng trdm cam vi giam thén/

TUONG TAC THUOC ‘
1) Ciing nhu céc thudc khang histamin khac, nén tranh sir dung dong thoi Levoseren voi rugu.

2) Chua c6 nghién ctiu vé tuong tac thude duoce thuc hién véi levocetirizin, tuy nhién cac
nghién ctru véi cetirizin hop chat racemat cho thidy khong c6 twong tic véi antipyrin
pseudoephedrin, erythromycin, azithromycin, ketoconazol va cimetidin. Pa quan sat thiy
mot su giam nhe vé d§ thanh thai cua cetirizin trong mét nghién ctu da liéu véi
theophyllin (400 mg, 1 lin/ngay).

3) Ritonavir lam ting dién tich dudi duong cong (AUC) cua cetirizin trong huyét twong
khoang 42%, kém theo ting thoi gian bdn huy (53%) va giam do thanh thai cua cetirizin
(29%). Su phan bd ritonavir khéng bi thay ddi do viéc ding cetirizin ddng thoi.

4) Mitrc d6 hap thu cua levocetirizin khong giam do thirc in mac du toc d6 hap thu giam.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC
Budn ngi, mét moi va suy nhuge cé thé xay ra sau khi udng Levoseren. Vi vy nén
khuyén bénh nhén than trong khi ¢6 y dinh lai xe va tham gia vao cdc hoat dong doi hoi su
tinh téo tinh thin hoan toan nhu vin hanh may méc.

SU DUNG O PHU NU' CO THAI VA BA ME CHO CON BU

1) Khéng ¢ béo cdo levocetirizin gdy ra quai thai trong céc nghién clru & dong vét. Tuy
nhién, khong nén sir dung Levoseren trong khi mang thai do khong cé nghién ctu day du
O phu nit ¢6 thai.

2) Vi levocetmzm la R-enantiomer (chat ddi hinh) cua cetirizin va di ¢ de cao cetirizin

duge bai tiét qua sira me, levocetirizin cling dugce du kién 1a s& duoc bai tiét qua sira me.

Vi vdy khong nén stir dung Levoseren trong khi cho con bu. /’TA p
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SU DUNG O TRE EM

1) Céc két qua nghién ctru chéo cho thay dung mét liéu 5 mg levocetirizin dlhydrochlor;d.cho ¢ |°
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céc bénh nhi tir 6-12 tudi dan dén dién tich dudi dudng cong AUC toan than gap khoang 2
lan dugc quan sat thay khi dung liéu 5 mg levocetirizin dihydrochlorid cho nguoi 16n khoe
manh. Vi vay, khuyén cdo khong vuot qué lidu 2,5 mg, 1 1dn/ngay.

2) Trong mét nghién ctu duoc dong hoc, dung 1,25 mg, 1 lan/ngay cho tré em tir 6 thang dén
5 tudi dan dén dién tich dudi dudng cong AUC toan than tuong duong véi S mg ., |
lan/ngay & nguoi 16n.

SU DUNG O NGUOI CAO TUOI
Vi levocetirizin chu yéu dugc thai trir qua thén, néng dd qué muc trong mau co thé dugc
duy tri & nhitng bénh nhan cao tudi c6 chirc ning than thuong bi giam. Vi vdy nén bat dau
ding véi liéu thip va néu c6 bat ky bat thudng nao xuét hién thi nén giam liéu hodc ngung
ding thude va tién hanh cac bién phap thich hop.

ANH HUONG PEN KET QUA CUA CAC THU NGHIEM LAM SANG
Khong khuyén cdo su dung Levoseren 3-5 ngay trude khi thuc hién thur nghiém véi di
nguyén trong da vi Levoseren e ché phan tng nay.

/

QUA LIEU
1) Céc triéu chimg qua liéu bao gdm budn ngi & ngudi Iom, & tré em ban dau 1a kich dong va
bdn chdn, sau d6 1a budn ngu.

2) Chua c6 thude giai doc dic higu déi véi levocetirizin. Néu xay ra qua 11eu khuyen céo
diéu tri triéu chimg hodc dleu tri hd trg. Nén xem xét rira da day sau khi ubng qué liéu xay
ra trong mdt thoi gian ngan.

3) Levocetirizin khong dugce loai bo mét cach hiéu qua b?mg tham phan.

BAO QUAN
Giir thudc trong bao bi dugc dong kin, tranh dnh sdng, & nhi¢t do dudi 30°C.

HAN DUNG
24 thang ké tir ngdy san Xuét.

PONG GOI
Hop 1 lo chira 30 vién nén bao phim.
Hop 1 lo chira 300 vién nén bao phim.

TIEU CHUAN
Nha san xuat

Séan xuit tai Han Quoc boi

TUQ.CUC TRUONG
PTRUSNG PHONG

SAMIL PHARM. CO., LTD. == ~ Phom Bhi Vin Homk
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