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MAU TOA HUGNG DAN
T hudng din sit dung thuéc
Rx: Tlmﬁ'c bdn theo dml METRONIDAZOL.

. “Thudc nay chi ding theo don ciia Bdc si”
THANH PHAN: Cho mét vién nén tron.

Metronidazol 250 mg
Dicalci phosphat 16 mg
Pregelatinised Starch 6 mg
Povidon K30 6 mg
Talc 6 mg
Magnesi stearat 3 mg /
Sodium starch glycolate 3mg M
DUQC LUC HQC:

- Metronidazol 12 dan chit 5 - nitro — imidazol, c¢6 phd hoat tinh rong trén dong vat nguyén
sinh nhv amip, Giardia va trén vi khuin ky khi.

- Metronidazol 1a mot thuSc rdt manh trong diéu tri nhiém déng vt nguyén sinh nhu
Entamoeba histolytica, Giardia lamblia va Trichomonas vaginalis. Metronidazol ¢6 tic dung diét
khuin trén Bacteroides, Fusobacterium va céc vi khuin ky khi bit budc khdc nhung khong c6 téc
dung trén vi khudn 4i khi, Metronidazol chi bi khing trong mot s6 trudng hgp.

- Metronidazol 1a thudc diéu tri chudn cla tiéu chidy kéo dai va sut cin do Giardia.
Metronidazol 12 thudc dugc Iya chon ddu tién d€ diéu tri Ii c4p tinh va 4p xe gan ning do amip.

- Metronidazol ¢6 tdc dung t6t chéng Bacteroides nén thudng diing lam thuSc chuin dé
phong bénh trudc phiu thuit da day — rudt.

DUQGC PONG HOC:

Metronidazol thudng hdp thu nhanh va hoan toan sau khi uéng, dat tdi nong do trong
huyét tudng khodng 10 microgam/ml khodng mot gid sau khi uéng 500mg. Nita ddi ciia
Metronidazol trong huyé&t twong khodng 8 gid va thé tich phan bd xap xi thé tich nudc trong ¢ thé
(0,6 - 0,8 lit’/kg). Khodng 10 — 20% thudc lién két véi protein huyét tudng. Metronidazol thim
nhip tot vao cdc md va dich cd thé, vao nude bot va sita me. Nong do diéu tri ciing dat dugc
trong dich nio tiy. Metronidazol chuyén héa ¢ gan thanh cdc chit chuyén héa dang hydroxy va
acid, va thdi trif qua nudc ti€u mot phin dudi dang glucuronid. C4c chat chuyén héa vin con phin
nao tic dung dugc ly.

Nita doi thai trif trung binh trong huyét tuong khodng 7 gidy. Nita di ctia chit chuyén héa
hydroxy 12 9,5 — 19,2 gid & ngudi bénh cé chifc ning than binh thudng. Trén 90% liéu udng dugc
thai trit qua than trong 24 gid, chi y&u 1a cdc chat chuyén héa hydroxy (30 — 40%) va dang acid
(10 = 22%). Dudi 10% thai trir dudi dang chat me. Khodng 14% li€u ding thdi trir qua phén.

CHI PINH:

- Diéu tri cdc trudng hgp nhiém Trichomonas vaginalis, Entamoeba histolytica (thé cip tinh
& rudt va thé dp xe gan). Dientamoeba fragilis & tré em, Giardia lamblia.

- Piéu tri nhiém khuidn ning do vi khuin ky khi nhay cim nhu nhiém khuin & bung,
nhiém khuidn phu khoa, nhiém khuin da, nhiém khuin hé thin kinh trung udng, nhiém khudn
huyét va viém mang trong tim.



- Viém Idi hoai tif huy&t cdp, viém 1¢i quanh than ring va cdc nhiém khuén ring khic do
vi khudn ky khi. Bénh Crohn thé hoat dong & két trang, trifc trang. Viém loét da day t4 trang.
CHONG CHI PINH:

C6 tién sit qud min v6i Metronidazol hodc cdc din chit nitro — imidazol khéc.
CACH DUNG - LIEU DUNG:

- Bénh do Trichomonas: USng mdt liéu duy nhat 2g, hoic ding 7 ngay, mbi ngay 3 lin,
mdi lan 250mg.

- Ap xe do amip:

+ Ngudi 16n: 500 -750mg, ngay 3 lan, trong 5 — 10 ngay.

+ Tré em: 35 — 40mg/kg/ngay, chia lam 3 lan, uéng 5 — 10 ngay/

- Bénh do Giardia:

+ Ngudi I6n: 250mg/lan, ngdy 3 lan, trong 5 — 7 ngdy hodc udng 1 1in 2g/ngay, udng trong
3 ngay.

+ Tré em: 15mg/kg/ngay, chia lam 3 lan, trong 5 — 10 ngay.

- Bénh do giun rong: Ngudi 16n va tré em 25mg/kg/ngay, uéng trong 10 ngay.

- Diéu tri nhi€m vi khudn ky khi: Udng 7,5mg/kg cho tdi t3i da 1g, cdch 6 gid/ 1an, udng
trong 7 ngay.

- Viém dai trang do khdng sinh: Uong 500mg/lan, 3 — 4 1an mdi ngay.

- Viém loét da day t4 trang: Uong 500mg, 3 1an mdi ngay.

- Phong nhiém khuin ky khi sau phiu thuit: 20 — 30 mg/kg/ngay, chia lam 3 ln.
THAN TRONG:

- Metronidazol ¢6 tdc dung e ché alcol dehydrogenase va cdc enzym oxy héa alcol khéc.
Thudc ¢6 phdn @ng nhe nhit néng bitng mit, nhitc diu, budn ndn, ndn, co ciing bung va ra md hoi.

- Dung li€u cao diéu tri cdc nhi€m khudn ky khi va bénh do amip, Giardia c6 thé giy rdi

loan tang mau va cdc bénh thin kinh thé hoat dong. —
SUDUNG CHO PHU NU CO THAI VA CHO CON BU: N

o

- Phu nif trong thdi ky mang thai: Metronidazol qua hang rao nhau thai khda nhanh, nhung
chua ¢6 thong bdo vé viéc qudi thai. Tuy nhién ciing ¢6 mdt s& nghién ctfu da c6 thdng bdo nguy -
cd sinh qudi thai ting khi ding thudc vao 3 thdng dau clia thai ky. Do d6 khong nén ding trong *#‘-r‘;
thdi gian ddu khi mang thai. g B

- Phu nif trong thdi k¥ cho con bi: Metronidazol bai ti€t qua sita me khd nhanh, tré b c6 -5
ndng do thudc trong huyét twdng khodng 15% ndng do & ngudi me, nén ngitng cho con bi khi
diéu tri bing Metronidazol.

TUONG TAC THUOC:

- Metronidazol ting tdc dung thuSc chdng dong mdu, dic biét warfarin. Metronidazol c6
tdc dung ki€u disulfiram nén khong ding ddng thdi 2 thuSc nay dé trdnh tdc dung ddc trén thin
kinh nht loan than, 16 13n.

- Ding déng thdi Metronidazol, Phenobarbital 1am ting chuyén héa Metronidazol.
Metronidazol ting tdc dung cla vecuronium 12 mot thude gidin cd khdng khif cyc.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Khong nén ding thudc khi ldi xe va van hanh may méc.
TAC DUNG KHONG MONG MUON:
- Thudng gip: Budn ndn, ndn, chdn in, dau bung, tiéu chdy, c6 vi kim loai khé chiu.



- ft gip: Gidm bach cdu.
- Hi€m gip: Nhifc diu, ban da, ngita, nudc ti€u sim mau...
“Thong bdo cho bdc si nhitng tic dung khéng mong muén gdp phai khi sit dung thudc”.
SUDUNG QUA LIEU:
- Bi€u hién: Chéng mit, Ii 13n, mat diéu hoa.
- C4ch xtt ly: Khong c6 thudc gidi doc dic hiéu, diéu tri triéu ching va hd trg.
BAO QUAN:
Bdo quan 3 nhiét dd dudi 30°C. Ndi khd mat, trdnh 4nh sang.
PE XA TAM TAY TRE EM.
HAN DUNG: '
36 thang k€ tit ngay sdn xuat 1{
Khong ding thudc qué han.
HINH THUC - CACH TRINH BAY:
Ep trong vi, hop 10 vi x 10 vién nén tron. C6 toa hudng din keém theo. Péng trong thiing
carton.

Poc ki hudng din sit dung trude khi dung.
N&u cin thém thong tin xin hoi ¥ ki€n Bdc si.
Thude SX theo: TCCS.

CONG TY CO PHAN DUGC MINH HAI
322 - Ly Vén Lam - P1 — TP. Ca Mau — Tinh Ca Mau
DT: 0780 3831133 * FAX: 0780 3832676
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Thanh phén: Mi vién nén bao phim chira:

Levocetirizine dihydrochloride ............cocuc.. 5mg
L Liéu lwgng va cach diing, Chi djnh, chéng chi djnh,
EVO S E R E N than trong, tic dung khéng mong muédn va céc théng

LETS tin khéc: Xin xem k§ hudéng dén trong hop.

Bdo quan: Gif thubc trong bao déng kin, tranh anh séang,
nhigt d4 dudi 30°C

Dé xa tAm tay clia tré em.

Manufactured by: s )
SamiL mamcosm, ot No 56105k
2‘l Eam-n - i, Darmon i, Angan - Si, = .
~ o, Rapublc of Rored. Exp. (HD):

:'SLJ;CH;EZT IHZ 8UIZLNea0AsT) //{/[é
N443SOA ] \ / L

[Bottle of 30 tablets] | Composition: [Hop 11930 vién | | Thanh phén:

M&i vién nén bao phim chira:
Levocetirizin dihydrochlorid S5mg
Lidu lwrgng va cach ding,

Dosage and Administration, Chi dinh, chéng chi dinh,

I_ EVO S E R E N Indication, Contraindication, L EVO S E R E N tmhig:r\?:'g.;:;:?‘:g“:hf: agc:nnng

Each film coated tablet contains:
Levocetirizine dihydrochloride 5mg

.'/“"'“""'\

: Precaution, Side-effect and ; &
TABLETS other information: TABLETS );: xam.ky :;u;?: Zanl trcnghhﬁp, \

( ine 2HC \ insi VR o quén: Gitr thude trong bao
(Levocetirizine 2HCL Tablets 5”"'2!,.' Please refer to the leaflet inside. (Vién nén Levocetirizine 2HCL 5n na) bi du‘;c déng kin, tranh angh séng,

Storage: nhiét d6 dudi 30°C.

- Store in a light - resistant airtight ' ;‘g::';‘:‘“‘a;*:i:i:‘:ﬁ:
En?tair;eoz gt room temperature | Boc ki huéng diin si¥ dyng trde
e DNNK: -..—..; 0/ Chit oo khi ditng.
Manufactured by: Specification: In-house @, Sénxubt boi: Visa No (S6 DK): VN-###-##
sam"‘ PHARM.CO.,LTD. | keep ouT OF REACH OF CHILDREN. SaAM|L pHARM.CO.LTD. | 5610 5X: ‘;T Lot No.
218, Sandan - ro, Danwon —gu, Ansan - Si, | READ CAREFULLY THE LEAFLET 216, Sandan - ro, Danwon -gu, Ansan -si, | NoXi Xem Mfg.
Gyeonggl - do, Republic of Korea. |  BEFORE USE. Gyeonggi - do, Han Quéc. HD: Xem Exp.
' R | Lot No./Mfg./Exp. I

Shin—ku Kang

Overseas Business / General manager



L EVOSEREN

Thanh phén:

Levocetirizine dihydrochloride ...............c..... 5mg
Liu lwgng va céch diing, Chi djnh, chéng chi
dinh, tac dyng khéng mong muadn va céc théng
tin khac: Xin xem kj hudng din trong hdp

Bio quén: Gil¥ thubc trong bao bl déng kin,

tranh anh sang, nhigt 8 dudi 30°C.

oo Dé xa tm tay cia tré em.
samjL m‘:‘m ;‘; e Lot. No (S8 16 5X):
216 Eurdln rn -8, Mfg. (NSX):
Gysangg - da R-p_mh:n Kula Exp. (HD):

(Bwg s19jqe] 1OHZ BuIZUNBI0AST)

s1318v |

\EtENOJE

| Bottle of 300 tablets]

L EVOSEREN
T ABLETS
(Levocetirizine 2HCL Tablets 5mg)

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:

[Fp 1 1o 300 vign

| EVOSEREN
T ABLETS
(Vien nén Levocetirizine 2HCL 5mg)

Thanh phén:

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

Chi dinh, chéng chi dinh,
than trong, tac dung khéng

mong muén va cac thong tin khac:

Xin xem ky huéng dan trong hop.
Bao quan: Gilr thubc trong bao
bi duge déng kin, trénh anh sang,
nhiét 4 dudi 30°C.

|
Store in a light - resistant airtight Tiéu chuan: Nha san xuét |
@ container at room temperature @ be xa_tém !ay cua lra. em ]
below 30°C. Boc ky hiréng dan sir dung treée |
o khi ding
i DNNK: .......; I:T ja chi:
Specification: In-house . £ i
BGURICtaed 1y KEEP OUT OF REACH OF CHILDREN 830 xult box glas?ar:;- (::rf fitv:c;#m-”
sam||. PHARMLCOLID. | Soah CAREFULLY e LEAPLET Sal‘l‘l|l. PHARM.COLTD. | Fe o HEh ot
216, Sandan - ro, Danwon -gu, Ansan - Si, L 216, Sandan - ro, Danwon -gu, Ansan - Si, g
Gyeonggi - do, ?{epublic nfgorea. PREORRAS Gyeonggi - do, Han Quéc. HD: Xem Exp. [
_ - ——— ]
\ Lot No./Mfg./Exp. P I

+hin-ku Kang a

verseas Business / General manager




T6 huwéng dan sir dung thubc

Levoseren Tablets
(Levocetirizin dihydrochlorid Smg)

*  Doc ky hudng dan sir dung trieée khi ditng. Néu can thém thong tin, xin hoi y kién bdc si.
* Théng bdo cho bdc si nhitng tic dung khing mong muon gdp phai khi sir dung thuéc.
e D¢ xatam tay tré em.

o Khéng ding thuébc qud han sir dung da in trén hop.

THANH PHAN /’ '
Moi vién nén chira: / _

Hoat chat: Levocetirizin dihydrochlorid .......................... S mg

Td duoc: 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. Dwgce lre hoc .

Levocetirizin 12 dang dong phan enatiomer (R) cuia cetirizin, mot chat doi khang manh va
chon loc trén recepter H1 ¢ ngoai bién,

2. Dugc dgng hoe ) o )
Levocetirizin cho thdy dugc dong hoc tuyén tinh trong khoang liéu diéu tri ¢ cac doi tugng
nguoi 1on khoe manh.

Hap thu

Levocetirizin dugc hap thu nhanh va manh sau khi .dung dudng udng. O nguoi 1én, ndng do
dinh trong huyét twong dat dwoce 0.9 gidr sau khi udng vién nén. Ty 1¢ tich Ity sau khi dung
dudng udng hang ngay 1a 1,12 véi trang thai 6n dinh dat dugc sau 2 ngay. Nong dé dinh
thuong 1a 270 ng/ml sau khi dung mot liéu don va 308 ng/ml sau khi diing lap lai liéu 5 mg,
| lan/ngay. Thirc an khong anh huong dén dién tich dudi duong cong AUC cua vién nén
levocetirizin, nhung Tmax bi cham khoang 1,25 git va Cmax giam khoang 36% sau khi dung
v&i mot bira in nhiéu chét béo, do d¢ levocetirizin ¢6 thé duge dung clng hodc khong cung
vai thire an. Mot liéu dung dich uonﬁ 5 mg (10 ml) twong dwong sinh hoc véi mot liéu vién
nén 5 mg. Sau khi dung duong udng mét liéu S mg dung dich uong cho cic ddi tugng nguoi
16n khoe manh, ndng d¢ dinh trong huyét twong trung binh dat duge khoang 0,5 gi¢ sau khi
ding thude.

Phan b .
Su gan két cua levocetirizin VOi protein huyét tuong trung binh in vitro trong kho "fxr':' 91-
92%, khéng phu thuge vao ndng d¢ trong khoang 90-5000 ng/ml, bao gbm cac g a6 dici
tri trong huyét tuong da duge quan sat. Sau khi dung liéu uonb thé tich phan/bd "
trung binh 1a khoang 0.4 lit/kg, dai dién cho su phin bé trong tong lugng nuéce cq,th A

) |



Chuyén héa

Mirc do chuyé‘n hoa cua levocetirizin ¢ ngudi it hon 14% lidu dine va do d6 sur khac biét do
tinh da hinh vé di truyén hodc ding déng thori véi céc thude te chd enzym chuyén hoa thude
0 gan duoc du kién la khong déng ké. Céc con dudmg chuyén hoa bao gém oxy héa vong
thom, khir nhom alkyl & vi tri N- va O- va lién hop véi taurin. Con duong khir alkyl chu yéu
qua trung gian CYP 3A4 trong khi qua trinh oxy hoéa vong thom lién quan dén nhiéu isoform
CYP va/hodc isoform CYP khong xac dinh.

Thai trir

Thoi gian bian huy trong’huyét twong & cac dbi tuong ngudi 16n khoe manh khoang 8-9 giv
sau khi dung vién nén uong va dung dich uéng va do thanh thai toan than dudng uong trung
binh cua levocetirizin khoang 0,63 ml/kg/phiit. Cac dudng bai tiét chinh cua levocetirizin va
cdc chat chuyen hoa cia né 14 qua nude tiéu, chiém trung binh 85,4% liéu dung. Su bai tiét
qua phan chi chiém 12,9% liéu ding. Levocetirizin duge bai tiét do su loc cua ciu than va bai
tiét chu dong o 5ng than. D§ thanh thai than cua levocetirizin tuong quan véi d¢ thanh thai

creatinin. O bénh nhén suy thin, dd thanh thai cua levocetirizin giam. ZZ/
CHI PINH / &
. /

Thudc nay duge chi dinh dé diéu tri cac triéu ching lién quan vai:

- Viém mii di ng theo mua va viém muai di itng quanh nim (bao gom ca viém mii di (mg
kéo dai);

- Néi mé day tu phat man tinh; va

- Viém da va eczema (cham) véi triéu chimg ngira (sit dung dong thoi véi cac ché pham
hydrocortison dung ngoai)

LIEU LUQNG VA CACH DUNG _ .

Nguoi 1on va tré em tir 6 tudi tro lén: Liéu khuyén cdo hang ngay la 5 mg levocetirizin
dihydrochlorid dugce dung 1 lan uéng 5 mg (1 vién nén bao phim). Levoseren phai dugce dung
duong udng va cé thé dung ciing hoac khong cling vdi thire an.

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

| - T Liku dung va dnsuht
| D0 thanh thai creatinin (CL¢g) (ml/phit) e gﬁ:; :haué: =

Nhe 50 <CLcr< 80 S mg, mdi ngay mét lan
| Trung binh | 30 <CLcr<50 5 mg. mdi 2 ngay mot lan _
| Ning ! 10 < CL¢r < 30 5 mg. mdi 3 ngay mot lan
CHONG CHI PINH

1) Bénh nhan qua man hodc ¢6 tién sir qua man véi levocetirizin hodc bat ky thanh phan nao
cua Levoseren hoac vai bat ky dan xuat piperazin nao

AT
2) Bénh nhan suy than (d6 thanh thai creatinin (CICr) < 10 ml/phut) va bénh nh/é_ﬁ?drén 1 dug \
thim phan mau ) X a \.
3) Phu ni¥ ¢6 thai hodc phu nir ¢é thé ¢ thai va ba me cho con bu I /




4) Khong duge dung Levoseren cho tré¢ nho va tre moi biét di dudi 2 tudi. i véi viée sir

dung cho tr¢ em dudi 6 tudi, khong su dung vién nén Levoseren va sir dung dung dich
uéng Levoseren.

5) Do su hi¢n di¢n cua lactose trong vién nén Levoseren, nhitng bénh nhéin c6 van dé di
truyén vé khong dung nap galactose, thiéu hut Lapp lactase hodc kém hap thu glucose-
galactose khong nén dung vién nén Levoseren.

THAN TRONG DAC BIET KHI SU DUNG
Can thén trong dac biét khi sir dung Levoseren cho céc bénh nhin sau day:

1) Bénh nhan suy thin (nf‘mg d6 cao trong huyét twong c6 thé dugce duy tri.)
2) Bénh nhan suy gan (nf")ng do cao trong huyét twong ¢6 thé dugce duy tri.)
3) Bénh nhan cao tudi (ndng do cao trong huyél twong ¢6 thé dugc duy tri.) /[@

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

2) H¢ tiéu hoa: doi khi khé mi¢ng, cam giac moéi kho, buéq non, chan an , khé chiu da day,
kho tiéu, dau bung, dau da day, kho chiu & bung, nén hiém gip, r6i loan da day-rudt, tiéu
chay, viém moi va loan vi gidc

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

4) Mdu: viém mach, d6i khi giam bach cau, giam bach cau trung tinh, lang ]ympho bao,
tang bach cAu wa cosin, ting bach cdu don nhén to hiém gip, ting tiéu cau va giam ticu

cau

5) Qua man: nhay cam anh séng, sé¢ phan vé, d6i khi phii, néi ban hiém gap, ngira va phu
mach

6) Mit: hiém gip nhin md va sung huyét két mac
7) Gan: d6i khi tang AST, ALT, phosphatase kiém (Al-P) va bilirubin toan phan
8) Than: déi khi ting nito uré huyét (BUN), dudmg niéu va mau an trong nude tiéu

9) Nhimg phan (g phu khac: viém hong, ho, sung huyét miii, co thit phé quan, loan thinh
giac, roi loan thi giac, déi khi dau nguc, kinh nguyét khong déu hiém gap va U tai

10) Kinh nghiém sau khi luu hanh thude:

- Trong cac két qua theo ddi sau khi luu hanh thude vé levocetirizin dugce thyc hién & 1866
bénh nhan (vién nén: 1701 bénh nhan, dung dich: 165 bénh nhén) trong 2 4 ndm, ty 1€ xay ra
céc phan g phu 13 1,13% (25 trong 21/1866 bénh nhan). Céc phan ung phu chu yguld ——
budn ngu (0,27%, 5f1866 bénh nhan). an than (0,21%, 4/1866 bénh nhén) va cbdﬁg,-mat__ _

(0.11%, 2/1866 bénh nhan). Ty 1¢ xay ra cac phan trng phu trong dé khong thé Ma;?xnm‘- P Ny
) bao & \*

quan h¢ nhin qua véi thude da duoc bao cdo 1a 0,64% (12 trong 12/1866 bcnh nhan

gdm budn ngi (0.27%, 5/1866 bénh nhan), an thin (0,21%, 4/1866 bénh nhap); G}ronsc mile

\ LI Ll 0 % T



(0,11%, 2/1866 bénh nhan) va nhirc dau (0,05%. 1/1866 bénh nhén). Cdc phan (g phu
nghiém trong, bat ké méi quan h¢ nhén | qua, la gdy xuong do sirc ép va viém phéi (0,05%
(1 trong 1/1866 bénh nhén) dbi véi mdi phan {rng phu). Cac phan (ng phu khéng mong
mudn, bat ké méi quan hé nhdn qua, da dugc bio cdo la viém m:eng dom bit thuorng

chay nho giot sau mai, kho tha, di cam, ting huyét ap, gay xuong do strc ép va viém phoi
(1 d6i véi mdi phan ung phu).

- S6 lugng cdc phan g phu khéng mong muén duoce thu thdp qua cic béo cdo tu phat, thu
nghiém 1am sang va tai liéu tham khao y vin trong thoi gian theo ddi hau mai 1a 8 ve
tong s0 bao gom dau co (2), gidn dong tir (1), mun tring cé (1), taing duong huyét (1), ni
mé day (1), chuéng bung (1) va ting can (1).

THAN TRONG CHUNG

1) Buon ngi, mét moi va suy nhuge cé thé xay ra sau khi udng Levoseren. Vi vdy nén
khuyén bénh nhén thén trong khi c6 y dinh lai xe va tham gia vdo cdc hoat dong doi hoi su
tinh téo tinh than hoan toan nhu van hanh may mac.

2) Nén trénh su dung dong thoi Levoseren vai rnrou hodc thube chom_ tram cam vi giam thém {@
su tinh tdo hodc suy gidam thém hoat dong ciia h¢ thin kinh trung wong c6 thé xay ra. / gt
TUONG TAC THUOC

1) Ciing nhu céc thude khang histamin khac, nén trénh sir dung ddng thai Levoseren vdi rugu.

2) Chua ¢6 nghién ciru vé twong tac thude duge thuc hién vdi levocetirizin, tuy nhién cac
nghién ctru voi cetirizin hgp chit racemat cho thdy khéng cé twong tic vdi antipyrin
pseudoephedrin, erythromyein, azithromyein, ketoconazol va cimetidin. Da quan sat thay
mot su giam nhe vé dd thanh thai cua cetirizin trong mét nghién ciru da liéu véi
theophyllin (400 mg, 1 lin/ngay).

3) Ritonavir lam tang dién tich dudi duong cong (AUC) cua cetirizin trong huyét tuong
khoang 42%, kém theo ting thoi gian ban huy (53%) va giam d¢ thanh thai cua cetirizin
(29%). Su phén bd ritonavir khong bi thay déi do viéc ding cetirizin dong thoi.

4) Mitc d6 hip thu cua levocetirizin khong giam do thire in mac di toc d6 hép thu giam.

ANH HUONG DPEN KHA NANG LAI XE HOAC VAN HANH MAY MOC
Budn ngu, mét moi va suy nhuge ¢6 thé xay ra sau khi udng Levoseren. Vi vdy nén
khuyén bénh nhén than trong khi ¢6 y dinh lai xe va tham gia vao céc 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 ¢6 béo céo levocetirizin gdy ra qudi thai trong cdc nghién clru & dong vat. Tuy
nhién, khéng nén sir dung Levoseren trong khi mang thai do khong c6 nghién ciru day du
0 phu nir ¢6 thai.

2) Vi levocetirizin la R-enantiomer (chat ddi hinh) cua cetirizin va di ¢6 béo cdo cetirizin
duge bai tiét qua sira me, levocetirizin ciing duoc du kién 1a s& dugc bai tiét qua sira me.
Vi vay khong nén st dung Levoseren trong khi cho con bi. /(":_( N
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1) Cac két qua nghién ciru chéo cho thiy ding mot lidu 5 mg levocetirizin dlhydrochlorui,éhg

e

\O,':n-



cdc bénh nhi tir 6-12 tudi dan dén dién tich dudi duong cong AUC toan than gap khoang 2
lan duge quan sat thay khi ding liéu 5 mg levocetirizin dihydrochlorid cho ngudi 16n khoe
manh. Vi vdy, khuyén cdo khong vuot qua liéu 2,5 mg, 1 lan/ngay.

2) Trong mot ngh:en ctru duge dong hoc, dung 1,25 mg, 1 lan/ngdy cho tré em tir 6 thang dcn
5 tudi dan dén dién tich dudi dudng cong AUC toan than tuong duong véi 5 mg
lan/ngay & ngudi 16m.

SU DUNG O NGUOI CAO TUOI
Vi levocetirizin chu yéu duge thai trir qua thén, ndng d qua mic trong méu c6 thé duge
duy tri ¢ nhimg bénh nhén cao tudi c6 chire ning than lhuong bi giam. Vi vy nén bat dau
dung vai 'l|cu thap va néu c6 bat ky bat thuong nao xudt hién thi nén giam lidu hodc ngung
dung thudc va tién hanh cac bién phap thich hop.

ANH HUONG DEN KET QUA CUA CAC THU NGHIEM LAM SANG
Khong khuyén cdo sur dung Levoseren 3-5 ngdy trude khi thue hién thu nghiém voi di ’
nguyén trong da vi Levoseren ttc ché phan (ing nay. &

QUA LIEU =
1) Céc tri¢u chimg qua liéu bao gom budn ngii & ngudi Iém, & tré em ban dau la kich dong va
bon chdn, sau d6 1a budn ngi.

2) Chua c6 thude giai doc dic hiéu d6i véi levocetirizin. Néu xdy ra qua IICU khuyen cao
didu tri triéu chimg hodc diéu tri hd trg. Nén xem xét rira da day sau khi ubng qua liéu xay
ra trong mot thai gian ngan.

3) Levocetirizin khong dugc loai bo mét cach hiéu qua bang tham phan.

BAO QUAN
Giir thude trong bao bi duge dong kin, tranh dnh sang, ¢ nhiét d¢ dudi 30°C.

HAN DUNG
24 thang ké tir ngay san Xut.

PONG GOI
Hop 1 1o chira 30 vién nén bao phim.
Hop 1 lo chira 300 vién nén bao phim. 75 T T

TIEU CHUAN
Nha san xuat

TUQ.CUC TRUONG
P.TRUONG PHONG

— ?qu Ghi Vin Hom,

Séan xuit tai Han Quoc béi
SAMIL PHARM. CO., LTD.
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