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rvrAu rol nUdl*c oAN
Tit htdng din srt dqtng thudc

Rx: Thudc bdn theo d- METRONTDAZOL.
"Thudc ndy chi dilng theo don crta Bdc sT"

THANH PffAN: Cho m6t vi6n n6n rrdn.
Metronidazol 250 mg
Dicalci phosphat 16 mg
Pregelatinised Starch 6 mg
Povidon K30 6 mg

Ii"'!r"r, srearar if: i
Sodium starch glycolate 3 mg dt

DUOc r.Uc nec:
- Metronidazol li d6n chdt 5 - nitro - imidazol, c6 phd hoat tinh r6ng tr6n dQng v{t nguyen

sinh nhu amip, Giardia vi tr€n vi khudn ky khi.
- Metronidazol li m6t thudc r6't manh trong didu tri nhi6m dQng vQt nguyOn sinh nhrl

Entamoeba histolytica, Giardia lamblia vi, Trichomonas vaginalrs. Metronidazol c6 t6,c dqng diQt
khudn tr€n Bacteroides, Fusobacterium vi cdc vi khudn ky khi bdt buQc khr{c nhung kh6ng c6 tdc
dung tr€n vi khudn di khi, Metronidazol chi bi kh6ng trong m6t sd trudng hop.

- Metronidazol ld, thudc tli6u tri chudn ctia ti6u chiy k6o dii vi sgt cdn do Giardia.
Metronidazol lh thudc drrgc lga chon tlAu ti€n dd di6u tri lf cdp tinh vi 6p xe gan ning do amip.

- Metronidazol c6 t6c dgng tdt chdng Bacteroides n6n thudng ding lim thudc chudn dd
phbng bQnh trudc phAu thu{t da dny - ru6t.

DIJOC DONG HQC:
Metronidazol thrrdng hdp thu nhanh vi hoin toin sau khi udng, d4t tdi ndng tl6 trong

huydt trrdng khoiing 10 microgam/ml khoing m6t gid sau khi u6'ng 500mg. Nfia tldi cria

Metronidazol trong huydt tUdng khoing 8 gid vi thd tich ph0n bd xdp xi thd tich nddc trong cd thd
(0,6 - 0,8 litlkg). Khoing l0 - 20Vo thudc li€n kdt vdi protein huydt tddng. Metronidazol thdm
nhQp tdt vdo c6c mO vi dfch cd thd, vio nrldc bot vh sfia me. N6ng dO tli6u tr! cf,ng tl4t tluoc
trong dich ndo ttly. Metronidazol chuydn h6a 6 gan thinh cdc chdt chuydn h6a dang hydroxy vh

acid, vi thai trrl qua ntldc tidu mQt phdn dttdi d4ng glucuronid. C6,c ch{t chuydn h6a v5n cdn phAn

nio t6c dung ddQc ly.
Nfra ddi thei trt trung binh trong huydt trrdng khodng 7 gid. Nr?a ddi cria chdt chuydn h6a

hydroxy le 9,5 - 19,2 gid 6 ngudi bQnh c6 chfc ndng th{n binh thudng. TrCn 90Vo lidu udng cltrgc

thei ffU qua th{n trong24 gid, chri ydu li cdc chdt chuydn h6a hydroxy (30 - 40Vo) vd d4ng acid

(IO - 22Vo). Dudi lOVo thii trU dudi dang chdt me. Khodn g l4%o 1i6u ding thei tril qua phAn.

cni pINn:
- Didu tricl,c tnldng hQp nhi6m Trichomonas vaginalis, Entamoeba histolytica $hd cdp tinh

6 ruQt vi thd 6p xe gan). Dientamoebafragilis 6 tr6 em, Giardia lamblia.
- Di6u tri nhi6m khudn n{ng do vi khudn ky khi nhay cim nhrr nhi6m khudn d bgng,

nhi6m khudn phu khoa, nhi6m khudn da, nhi6m khudn hQ thdn kinh trung ddng, nhi6m khudn

huydt vd vi6m ming trong tim.
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- Vi6m ldi ho4i tt? huydt cdp, vi6m loi quanh th0n rdng vi c6c nhi6m khudn r[ng kh6c do
vi khudn ky khi. BQnh Crohn thd ho4t tlQng 6 kdt tring, tn/c trdng. Vi6m lo6t d4 diy t6 trdng.
cndNc cni opln:

C6 tidn sfi qu6 min vdi Metronidazol hodc c6c d5n chdt nitro - imidazol kh6c.
cAcn DtrNG - idu otrNc:

- BQnh do Trichomonas: Udng mQt li6u duy nhdt 29, ho{c dtng 7 ngey, m6i ngiy 3 lAn,
m6i lAn 250mg.

- Ap xe do amip:
+ Ngrldi ldn: 500 -750mg, ngiy 3 lAn, trong 5 - 10 ngay. /
+ T16 em: 35 - 4Omgkg/ngiy, chia lim 3 ldn, udng 5 - 10 ngay{
- BQnh do Giardta:
+ Ngrldi ldn: 250mg/ldn, ngiy 3 lAn, trong 5 - 7 ngiy holc udng I ldn 2glngdy, udng trong

3 ngiy.
+ T16 em: l5mglkglngd,y, chia ldm 3 lAn, ffong 5 - 10 ngiy.
- BQnh do giun r6ng: Ngr/di ldn vi tr6 em 25mglkglngiy, udng trong 10 ngey.
- Di6u tri nhi6m vi khudn ky khi: Udng 7,5mgkg cho tdi tdi da lg, cdch 6 gitttldn, udng

trong 7 ngay.
- Vi6m il4i tring do kh6ng sinh: Udng 500mg/lAn,3 - 4lAn m6i ngey.
- Vi6m lo6t d4 diy t6 trhng: Udng 500mg, 3 ldn m5i ngay.
- Phbng nhi6m khudn ky khi sau ph6u thuft: 20 - 30 mglkg/ngiy, chia lim 3 ldn.

THAN TRQNG:
- Metronidazol c6 tdc dgng fc chd alcol dehydrogenase vd c6c enzym oxy h6a alcol kh6c.

Thudc c6 phin rlng nhe nhrl n6ng bilng m6t, nhrlc dAu, budn n6n, n6n, co cfng bung vd ra md h6i.
- DDng li6u cao tli6u tri cr{c nhi6m khudn ky khi vi bQnh do amip, Giardia c6 thd giy rdi

loan t4ng m6u vi c6c bQnh thdn kinh thd ho4t ilQng.

stl uUNc cHo pHU NU c6 rnaI vA cHo coN B0:
- Phg nfr trong thdi k)' mang thai: Metronidazol qua hing rio nhau thai kh6 nhanh, nhrlng

chrta c6 th6ng b6o vd viQc qu6i thai. Tuy nhi6n cflng c6 mQt sd nghi€n crlu dd c6 th6ng b6o nguy

cd sinh qu6i thai ting khi dtng thudc vdo 3 th6ng tldu cria thai k!. Do d6 kh6ng n6n dtng trong

thdi gian dAu khi mang thai.

- Phu nfl trong thdi k) cho con bri: Metronidazol bii tidt qua sfra mg kh6 nhanh, tr6 bri c6

n6ng tlQ thudc trong huydt trrdng khodng l5%o ndrg dQ 6 ngrrdi -9, n€n ngtng cho con bU khi
tli6u tri bing Metronidazol.

rrJdr{c rAc rnudc:
- Metronidazoltd,ng tric dgng thudc chdng tl6ng m6u, d4c bigt warfarin. Metronidazol c6

ti{c dgng kidu disulfiram n6n kh6ng dtng ddng thdi 2 thudc ndy tld tr6nh t6c dgng tlQc tr6n thAn

kinh nhtt lo4n thdn, hi l6n.
- DDng d6ng thdi Metronidazol, Phenobarbital lim ting chuydn h6a Metronidazol.

Metronidazol ting t6c dUng cfia vecuronium li mQt thudc gi6n cd kh6ng khfl c{c.

rAc o0Nc cri,q. THUdc KHI LAI xE vA vAN nANn uAv vr6c:
Kh6ng n6n dtng thudc khi l6i xe vi vQn hinh m6y m6c.

rAc oUNG KHONG MoNG vrudN:
- Thrldng g{p: Bu6n n6n, n6n, ch6n dn, dau bgng, ti6u ch6y, c6 vf kim lo4i kh6 chiu.
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- it gap: Gi6m b4ch cdu.

- Hidm g{p: Nhrlc ddu, ban da, ngfa, nrldc tidu s5m miu...

^ "Th6ng bdo cho bdc si nhfrng flrtc dqrng khing mong mudn g{p phdi khi srt dqtng thudc".
sfj oUNc euA r,rEu:

- Bidu hi6n: Ch6ng m{t, hi l6n, mdt didu hba.
- C6ch xrl lf : Kh6ng c6 thudc giii dQc d{c hiQu, didu tri triQu chfng vi h6 trg.

nAo euAN:
Bao quin 6 nhiQt dO drrdi 300C. Ndi kh6 m6t, tri{nh dnh sdng.

o6 x^L rAu rAY TRt EM.
HAN ntlNC: /

36 thr{ng kd tU ngiy sin xu4't ,f
Kh6ng ding thudc qu6 han.

siNn rHOc - cAcn rRiNIr nAv:
Ep trong vi, hQp 10 vi x 10 vi6n n6n trbn. C6 toa hrrdng din kdm theo. D6ng trong thtng

carton.

Dqc ki hrldng d6n sr? dgng trddc khi dilng.
Ndu cdn th6m th6ng tin xin h6i f kidn B6c si.

Thudc SX theo: TCCS.

cONc rY cd pHAN DIJ0c MINH HAI
i22 - Li Vdn Ldm - Pl - TP. Cd Mau - Tinh Cd Mau

DT:0780 3831133 * FAX:0780 3832676
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aQht
sOvrd

cllc euAx rY nUOc

oA pu0 ouypr
Ldn aiu:...d ..r /fu ,&0t{

Thinh phin: M5i vien n6n bao phim chr?a:

Levocetirizine dihydrochloride ..................... 5mg

LiBu luqng vir c6ch dring, Chl cllnh, ch6ng chi ilinh,
than trgng, t6c dgng kh6ng mong mu6n vi c6c th6ng
tin khic: Xin xem k! huong d5n trong hQp.

Bao quen: Gifr thu6c fong bao d6ng kln, tr5nh enh sAng,
nhigt d0 duoi 30t
O6 xa tAm tay cta tri em.

Lol. No (56 16 5X):

Mfs. (NSX):
Exp, (HD):

I(D

E,Mfl,M-Si,216,

Manulaclured by:

PHAiM.CO"TID.

TReLers
Levocetirizine 2HCL Tablets Smg)

(D

F6plla3o v-i6n-l

(D

Thinh phAn:
M6i viCn nen bao phim chrla:
Levocelirizin dihydrochlorid 5mg

Liiu luqng vi ciich dtng,
Chl tlinh, ch6ng chi dlnh,
thin trgng, t5c dUng kh6ng mong
mu6n vi cic th6ng tin khic:
Xin xem k! hudng d5n trong hQp.

Bio quin: Gitr thu6c hong bao
bi alugc d6ng kin, tr6nh Anh sdng,
nhiOt d0 duOi 30"C.
Ti6u chuln: Nha san xuit
O6 xa tlm tay c0a tr6 em
Dqc kf hu&ng din sri dgng tru0c
khl dtng.

Visa No (s6 DK):VN.+A####
56 16 5X: Xem Lot No.
NSX: Xem Mfg.
HD: Xem Exp.

a Manufactured bv:

Samil. PHARM.co.,LrD.
216, Sandan - ro, Danwon -gu, Ansan - Si,
Gyeonggi - do, Republic ot Korea.

(D

Each film coated tablel contains:
Levocelirizine dihydrochloride Smg

Oosage and Administration,
lndication, Contraindication,
Precaution, Sideeffect and
other information:
Please refer to the leaflet inside.

Storage:
Store in a light - resistanl airtighl
container at room temperature
below 30"C.

Specifi cation: ln-house

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

Composition:

Lot No./Mfg./Exp.

Nrurso^r I

L rvosrREN
TRsrrrs

(Levocethizine 2HCL Tablets 5mg)

TnsLErs
(vian nen Levocetirizine 2HCL 5mg)

(6rug siegel 13117 eurzurcconel)

slil8vI

LI
z/l

Shin-ku Kang
Overseas Business / General mrnage?

L rvosrnrm

troltlriJ3o tablAal

L rvosrREN

Dt rlK: ...:-dta chi. .. ... .

samfr ifiliillli3l,,',.
216, Sandan - ro, Danwon {u,Ansan - SI,
Gyeonggi - do, Hen Ou6c.

I
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L rvosrReru
TABLETS

(Levocetirizine 2HCL Tablets 5mg)

@

Manul6dured byl
PHARM.CO"LJD.

,o,M+,hh-Sl,

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

Lidu lugng vi c6ch ding, Chi dnh, ch6ng chi
tlinh, t5c dgng kh6ng mong mu6n vi c6c th6ng
lin khiic: Xin xem k! huong dAn trong hQp

Bio quin: GiO thu6c trong bao bi d6ng kin,
k6nh 5nh s6ng, nhi€r d0 dudi 30t.
D6 xa tlm tay cria trd em.
Lot. No (56 16 SX):

Mfs. (NSx):
Exp. (HD):

6
t
lt
Tl

\

r-{

.o
/t1 o

ihin-ku Kang

@

Bottle of 300 tablets

Sen xu6t bdi:

PHARM.CO.,LTD,
216, Sandan - ro, Danwgn {u, Ansan - Si,
Gyeongqi - do, Han Qu6c.

@
samfr

Thinh phAn:

M6i vi,0n n6n bao phim chua:
Levocetirizin dihydrochlorid 5mg

Lidu lugng vi c5ch dtng,
Chi tlinh, ch6ng chi dlnh,
thin hgng, t6c dyng kh6ng
mong mu6n vi cic th6ng tln khic:
Xin xem k! huong d5n hong hgp.
Bio guin: GiO thu6c kong bao
bi dugc d6ng kin, tr5nh 6nh s6ng,

nhiOt d0 dudi 30"C.
Ti6u chuAn: Nhi sdn xudt
Dd xa tim tay cia trd em
Dec kI hp0ng din sr! dung tru0c
khi dtng

Vlsa No (s6 oK): vN-####-##

5d 16 SX: Xem Lot No.

NSX: Xem Mfg.
HD: Xem Exp.216, Sandan - ro, Danwon {u, Ansan - Si,

Gyeonggi - do, Republic of Korea.

@
samll

Manufactured by:

PHARM.CO.,LTD.

Composition:

Each film coated tablet contains:

Levocetirizine dihydrochloride 5mg

Dosage and Administration,
lndication, Gonhaindlcation,
Precaution, Side+ffect and
other information:
Please refer to the leaflet inside.

Storage:

Store in a light - resistant airtight

container al room temperature

below 30"C.

Specification: ln-house

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET
BEFORE USE.

Lot No./Mfg./Exp.

L rvosrREN
TRsLers

(Vion n6n Levocelirizine 2HCL Smg)

L rvosrREN
TRSLETS

(Levocetirizine 2HCL Tablets 5mg)

(0urg qonet 13HZ auzurloco^al)

slil8vI
Nrurso^r I

\terseas Business / General manager

(oREts

lH6p-i]a 300 vicnl
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Td' hrd'ng ddn sfr dgng thu6c

Levoseren Tablets
(Levocetirizin dihydrochlorid 5mg)

' DPc k! huting ddn sii dqng trmic khi ding. Niiu cdn thAm thilng tin, xin hdi !,kiAn bdc si.

. Thong bdo cho bdc si nhfrng tdc dqng kh6ng mong *uii, gfip phdi khi s* dqrng thu6c.

. Di xa tiin tay trti em.

. KhAng dilng thudc qurt hgn sir dyng ild in tr\n hQp.

THANH PHAN
V6lvien ndn chua:

Hoat ch6t: Levocetirizin dihydrochlorid ..5mg

T6 duoc: silicon dioxid d4ng keo, lactose hydrat, cellulose vi tinh th6, magnesi stearat,
Opadry 03828796 mdu tr6ng.

DANG BAO CHE
Vi€n ndn bao phim miu tring d6n vdng nh4t, hinh biu duc.

Dr.Io. c L'i HQC
l. Dugc luc hgc
Levocetirizin ld dang ddng phin enatiomer (R) cua cetirizin, m6t chit a5i Urang manh vir
chon loc tr€n recepter Hl cy ngoai bi6n.

2. Duqc tlQng hgc
Levocetirizin cho th6y duoc d6ng hoc tuydn tinh trong khoring li6u di6u tri o ciic d6i tuqng
nguoi ldn kh6e manh.

Hdp thu
Levocetirizin duoc h6p thu nhanh vir manh sau khi dtng ducrng u6ng. O nguoi ldn, n6ng d6
dinh trong huytit tuong d4t clugc 0,9 gio sau khj u6ng vi6n nen. T! l0 tich lfry sau khi dtng
dudng u5ng hdng ngAy ld l,l2 voi trang thdi 6n <linh dat dugc sau 2 ngdy. N6ng.dQ clinh

thuong ld 270 ng/ml sau khi dtng m6t li6u don vd 308 ng/ml sau khi dirng l[p lai li6u 5 mg,
I l6n/ngiry. Thuc 6n kh6ng 6nh huong d6n dien tich dudi ducrng cong AUC cua vi6n ndn
levocetirizin, nhmg. Tmax bi ch6m khoiin g I ,25 gi<r vd Cmax giAm khoing 360/o sau khi dung
vdi mQt bta [n nhi6u chdt b6o, do.do levocetirizin c6 th6 dugc dirng cirng ho[c kh6ng ctng
vdi thuc 6n. M6t li6u dung dich u6ng 5 mg. (10 ml) tuong duong sinh hgc vdi mQt li6u vi6n
n6n 5 mg. Sau khi dung duong u6ng mdt li€u 5 mg dung dich u6ng cho c5c cl6i tugng nguoi
l6n khoe.manh, n6ng <lQ dinh trong huy€t tuong trung binh dat duoc khoing 0,5 gio sau khi
dtng thu6c.

Phdn bi
Sy gan k6t cua levocetirizin v6i protein huy6t tucrng trung binh in vitro lron()

92oh,l,h6ng phu thuQc vdo n6ng <16 trong khoing 90-5 gom cac

tri trong huy6t tucrng di dugc quan

/k/ *----

J
Y

ul.\

s6t. Sau khi dirng

Qn cho sq phdn b6

000 ng/ml, bao
li6u u6ng, th€ tich a\

KO\rr:

trung binh li khoiing 0,4 litlkg, d4i di trong t6ng luong nu6c

o
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Chuyin hria
Mric dQ chuy6n hoa crla levocetirizin o nguoi ithon 140/o li6u dirng vd do cl6 su khiic bi6t do
trnh da hinh v6 di truy.an 

_hoqc 
dung dong"thdi vdi cric ,rrra. ,r. .ir-i. fi;;;;a'"'1,i" ,rrra"

o gan duoc du ki6n ia r.rrong oan[ te. "c,i. 
"on 

a"arg .rrrvcril;;; ;#l-, ,ro" ,org
thom, khu nh6m alkyl d vi tri N- vd o- vA li6n hgp v6i taurin. Con duong khu allyl .h,i ;a;qua trung gian CYP 3A4 trong khi quri trinh oxy h6a vong thom li€n qrri.a6n nhi6u isoform
CYP vdlhoic isoform CYP kh6ng xiic dinh.

Thdi trir
Thoi gian brin hriy trong.huydt tuong o cric,d6i tuqng nguoi lon khoe manh kho6ng 8-9 gio
sau khi dtrng vi6n ndn udng vd dung dich u6ng va aO tnann thdi todn thAn ducrng u6ng trung
binh cua levocetirizin khodng 0,63 ml/kg/phrit. C6c dudng bdi ti€t chfnh cira levocetirizin va
c6c ch6t chuy6n h6a cira n6 ld qua nudc tl6u, chi6m trung bintr 85,4oh lidu ding. Su bdi ti6t
qua phdn chi chi6m 12,90 lidu dtng. Levocetirizin duoc Ual tiet do sU lgc cua cA"u thin vd bdi
ti6t chu dQng d 6ng thin. D6 thanh thai than cta levocetirizin tuong quan vdi <td thanh thii
creatinin. O b0nh nhAn suy thAn, d6 thanh thrii cua levocetirizin gidm. 

//(;
,/ "'-qg,HIrDIfH- 

.. ^1.,--^ r:A- ^..^- -.-.:. '--.---Thu6c ndy duoc chi <linh d0 di6u tri c6c tri6u chring li6n quan voi:

- Vi6m rnfii di ung theo mia vd vi6m mti di ung quanh ndm (bao g6m cri vi6m mfri di ung
kdo ddi);

- N6i ma clay tu ph6t man tinh; vd

- Vi6m da vd eczema (chdm) vdi tri6u chung ngua (su dung d6ng thdi v6i c6c ch6 phdm
hydrocortison dtng ngodi)

Lmu LUqNG vA cAcs DUNG
Nguoi lcrn vd trd em tu 6 tudi tro l6n: Li6u khuy6n crio hdng ngdy ld 5 mg levocetirizin
dihydrochlorid duoc dtrng I l6n uSng 5 mg (1 vi6n ndn bao phim). Levoseren phdi <luoc dtrng
duong udng vA c6 th6 ding ctng ho[c kh6ng.ctng v6i thuc 5n.

B€nh nhdn suy than: Khoring ciich ding thu6c phii clugc cli6u chinh theo chtc ndng thin (dQ

thanh th6i creatinin (ClCr) (ml/phrit)).

30<cLcR<50

Nang l0 < CL6p< 30 5 mg, m6i 3 ngdy mdt lAn

'l
J
d

,'.t

,r-

CHONG CHI DINH
l) BQnh nh6n qu6 mAn ho[c c6 tidn su qu6 mAn voi levocetirizi

cua Levoseren holc voi b6t kj,din x:udtpiperazin ndo
n hoic b6t k! thAnh phin nio

2) B€nh nhdn suy th{n (d0 thanh thai creatinin (ClCr) < l0 ml/phrit) vd bQnh n

thAm ph6n m6u
3) Phu nt c6 thai ho[c phu nir c6 thii c6 thai vd bd me cho con bri

o
c

-d{

Lidu ding vd tAn su6t
dtng thu6c

D6 thanh thii creatinin (CLSR) (ml/phrit)

Nhe 50<CLcn<80 5 mg, m6i ngdy m6t lAn

Trung binh 5 mg, m6i 2 ngity mQt lin

,.\p
o
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4) Khdng duoc dtng Levoseren cho tre nh6 vd tre mdi UiCt Ai dudi 2 tuOi. o6i voi viQc su
dung cho tre em dudi 6 tu6i, kh6ng su dgng vi6n ndn Levoseren vd su dung dung dich
u6ng Levoseren.

5) Do sg hiQn diQn cria lactose trong vi6n ndn Levoseren, nhirng bdnh nhAn c6 vdn de di
truyEn v€ kh6ng dung nap galactose, thi6u hut Lapp lactase hoac kdm hdp thu glucose-
galactose kh6ng n6n dtng vi6n ndn Levoseren.

THAN TRQNG DAC BIPT KHI SU'DUNG
CAn thdn trong d{c biQt khi su dpng Levoseren cho c6c bQnh nh6n sau d6y:

l) BQnh nhdn suy th6n (ndng dQ cao trong huy6t fuong c6 th6 duo-c duy tri.)

2) Benh nhAn suy gan (ndng <l$ cao trong huy6t tunng co th€ duoc duy tri.)

3) BQnh nhdn cao tu6i 1n6ng dQ cao trong huy6t flrnng c6 th€ duoc duy tri.)

PHAN UNG PHU
1) TAm thAn vd hC thin kinh: budn ngi, d6i khi kh6 chiu, nhfc <lAu vd cim giiic tC li€t, ngu gd

hi6m g5p, nhe vd thorlng qua, mQt moi, ch6ng m6t, cdm girlc n4ng cldu vi kfch thfch

2) He ti6u h6a: ddi khi kh6 mi6ng, cim gi6c mdi kh6, budn n6n, chiln [n , kh6 chiu d+ ddy,
kh6 ti6u, dau bgng, clau d4 ddy, kh6 chiu d bung, n6n hi6m gap, rdi loan d4 ddy-ruQt, ti6u
chAy, vi6m mdi vd loan vi giric

3) He tim m4ch: nhip tim nhanh hi6m g[p, lo4n nhip, tlng huy6t rip, tl6i khi cl6nh tr6ng nguc

4) M6u: vi6m m4ch, d6i khi girim bach ciu, giiim bach.cAu trung tinh, tdng lympho bdo,,).tlng b4ch cAu ua eosin, t[ng b4ch c6u don nhdn to hi6m g[p, ting ti6u cdu vd giim ti6u
:.

cau

5) Quri m6n: nhay cim 6nh s6ng, s6c phin vQ, d6i khi phil, n6i ban hi6m gdp, ngua vd pht
m4ch

6) Mit: hii5m g[p nhin mo vir sung huy6t k6t mgc

7) Gan: d6i khi t6ng AST, ALT, phosphatase ki6m (Al-P) vd bilirubin toirn phdn

8) Than: d6i khi tang nito ur6 huy6t @tIN), duong ni6u vd mriu An trong nu6c ti6u

9) Nhirng phin ftng phu khSc: vi6m hong, ho, sung huy6t mfri,.co thit pht! quin, lo4n thinh
-r:. ,--.,giilc, r6i loan thi giric, cl6i khi dau nggc, kinh nguyet khdng d€u hi6m g4p vi t tai

l0) Kinh nghidm sau khi luu hlinh thuSc:

- Trong cric k6t quA theo d6i sau khi luu hinh thu6c vd levocetirizin duoc thuc hi€n o 1866

bdnh nhAn (vi6n nen: 1701 b6nh nhdn, dung dich: 165 b6nh nhAn) trong 4 ndm, t1i l$ ra

c6c phin
bu6n ngri

ung php ld, l,l3o/o (25 trong 2111866 bQnh nhAn). Cric phin ung php chu
(0,270 ,5/l866 bdnh nhAn), an thAn (0,210 ,411866 bdnh nhAn) vi

(0,11%, 2lt866bc nh nhdn).
:

vol thuoc
Ty 16 xiy ra c6c phan ung phu trong dci kh6ng th6

&

T
;t
\
;
r{
YI'rl

-l,/

t

quan
gom

hC nh6n qud cld dugc brio ciio ld.0,64% (12 trong l2l1866

/t

budn ngu (0, 27o/o, 5l1tt66 b€nh nh6n), an thAn (0,21o/o,4/1ti66 bQnh

K
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(0,11o ,211866 bfnh nhdn) vd nh[rc diu (0,05%, t/1866 b6nh nhan). cdc ph6n ung phu
nghidm trong, bdt tc m6l quan h6 nh6n-quii, ld gdy xuong do sric ep,a,ie,i pt6ilo,osz
(l trong .111866 bQnh nhan) a6; voi m6i pnan ring php).-crtc ph6nung phu kh6ng.nong
mu6n, u6t te m6i quan hd nhan qud, dd duoc brlo cdo u ,iern -ieng] i"rn u6i-ir1"org,
chay nho gio-t sau mfri, kh6 thd, di cam, tlng huy6t 6p, gdy xuong do suc dp vd vi6m ph[i
( I d6i v6i m6i phan ring phu).

- Sti luqng c6c ph6n fng phu kh6ng mong mu6n duoc thu th6p qua c6c brio ciio tr,r phrit, thu
nghiQm IAm sang vd tdi li6u tham kh6o y vdn trong thoi gian theo d6i h6u mni ld 8 v6
t6ng s6 bao g6m dau co (2), gidn ddng tu (l), mun trung c611), tlng dudng nuyet 1ty. noi
mA day (1), chucrng bqng (l) ra tang can (f ).

rHA\ TRQNG CHUNG
1) Bu6n ngt, m6t m6i vd suy nhuoc c6 th6 xay ra sau khi utlng Levoseren. Vi vdy ndn

khuyen b6nh nhdn th6n trong khi c61i dinh lili xe vd tham gia vdo c6c hoat d6ng doi hoi su
tinh t6o tinh thAn hodn todn nhu v6n hdnh miiv m6c.

2) N6n triinh su dung d6ng thdi Levoseren v<ii ruou holc thu6c ch6ng trim crim vi gi
su tinh t6o ho5c suy gi6m th€m hoat <l6ng cua hC thAn kinh trung uong c6 th6 xiy

iim th€rn
ra.

TU,ONG TAC THUOC
l) C[ng nhu cilc thu6c kh6ng histamin khilc, n€n tr6nh sri dung rl6ng thdi Levoseren v<ii rucru.

2) Chua c6 nghi0n cuu vd tuong tdc thu6c <lugc thgc hiQn vdi levocctirizin, tuy nhi6n ciic
nghiCn cuu vdi cetirizin hqp ch6t racemat cho th6y kh6ng co nrcrng t6c vdi antipyrin
pseudoephedrin, erythromycin, azithromycin, ketoconazol vd cimetidin. DE quan s6t thAy
m6t sU gi6m nhe vC d0 thanh thii cria cetirizin trong mQt nghiCn cuu da li6u voi
theophyllin (400 mg, I lin/ngdy).

3) Ritonavir ldm tdng diQn tfch du6i tludng cong (AUC) cua cetirizin trong huy6t tuong
khoing 42o/o, kdm.theo t5ng thoi gian brin huy (53%) vd giim dQ thanh thAi cua cetirizin
(29%). Sr,r ph6n bd ritonavir kh6ng bi thay cl6i do vi€c dung cetirizin d6ng thoi.

4) Mric d0 hdp thu cua levocetirizin khdng gi6m clo thric dn mdc dil t6c <10 hdp thu giAm.

Axs sUdlrc DEN KHA NANG r,Ar xB r-IoAc vAN ITANH vtAv Moc
Bu6n ngu, m6t moi vd suy nhugc c6 th6 xiy ra sau khi u6ng Levoseren. Vi v4y n€n

khuydn bdnh nh6n th6n trgng khi c6 j dinh l6i xe viL tham gia vdo ciic ho4t d$ng doi hoi sg

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

sr.I DUNG O'PHU Xc',C6 THAM BA ME CHO CON BU
l) Kh6ng c6 bilo c6o levocetirizin g.6ry ra quili thai trong cric nghiCn cuu 6 clQng vdt. Tuy

nhi6n, kh6ng n6n st'dung Levoseren trong khi mang thai do khdng c6 nghidn ciru ddy dt
o'phu nt c6 thai.

2) Vi levocetirizin ld R-enantiomer (chdt Otii frintr;
dugc bdi ti6t qua sira me, levocetirizin cfing dugc
Vi vpy kh6ng n6n su dung Levoseren trong khi cho con bri.

sU DUNG o rnt uvt
I ) Cric k6t quri nghi€n cuu ch6o cho thdy dtng m6t li6u 5 mg levocetirizin

\
I

j'l
,Itl
dI

c[ra cetirizin vd <15 c6 b5o c5o cetirizin
du ki6n ld sE clugc bdi ti6t qua sta mg.

orid cho
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cric bQnh nhi tir 6-l Z.tuOi OAn il6n diQn tich duoi dudng cong AUC todn thin g6p khoing 2
l6n duoc quan s6t thdy khi dtng li6u 5 mg levocetirizin dihydrochlorid cho ngudi ldn khoe
manh. Vi vdy, khuy6n c6o kh6ng vuot qud li€u 2,5 mg, I lAn/ngdy.

2) Trong mQt nghi€n cuu dugc d6ng hgc, dtng I ,25 mg,1 lAn/ngdy cho tr6 em tu 6 thdng <l6n

5 tudi ddn ddn di€n tich duoi ducrng cong AUC toAn thdn h.rcmg duong vdi 5 mg , I
':lailngay o ngu0l lon.

su'o1.rNc 6 Ncuor cAo TUor
Vi levocetirizin chu y6u <luqc thai tru qua thfln, n6ng dQ qu6 mirc trong m5u c6 th6,dugc
duy tri o nhfrng b€nh nhdn cao.tu6i c6 chric nang th{n.thuong bi girim. Vi viy ndn bat dAu

dtng vdi 1i6u th6p vdL ndu c6 b6t kj, bAt thunng nho xudt hi€n thi ndn gidm li6u ho4c ngung
dtng thu6c vd ti6n hAnh ciic bi6n phrip thich ho. p.

ANH suoxc DEN xtr euA cuA cAc rHr, NGHIEM LAM sANG
Kh6ng khuy6n ciio su dung Levoseren 3-5 ngdy trucrc khi thyc hien thu nghiCm vdi
nguydn trong da vi Levoseren ric ch€ phdn irng ndy.

euA r,rtu
I ) Cric triQu chung quri lidu bao gdm

b6n ch6n, sau d6 ld budn ngu.
bu6n ngtr 0 nguoi lcrn, o tre em ban diu ld kich il6ng vd

o'rQfu

>-

2) Chua c6 thu6c giai d6c dac hiQu a<ii vOi levocetirizin. N6u xay tu 
9y? 

lidu, khuy6n c6o

di6u tri triQu chfng ho4c di0u tri h6 trg. Ndn xem xdt rua da day sau khi u6ng qud li6u xdy

ra trong mQt thoi gian ngin.

3) Levocetirizin kh6ng dugc loai bo m6t cdch hi6u qui bing thAm ph6n.

sAo euAx
Giir thu6c trong bao bi dugc il6ng kin, tr6nh rinh s6ng, o nhi6t clo dudi 30"C

HAN DUNG
24 thdngk6 nr ngdy sA'n xu6t.

DONG GOI
HQp I l9 chira 30 vi€n n6n bao Phim.
H$p I lq chria 300 vi6n n6n bao Phim.

TIT,U CHUAN
Nhd san xu6t

Sin xu6t t4i Hhn Quiic btii

SAMIL PHARM. CO., LTD.

)

II,Q.CIJC rRrsrvc
P.IRTfNC PHONG

trfriTa"W
samfi. \
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216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do,
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