
Rx: Thui5c ndy chi dtng theo tlcrn thu6c

KETRAZIN Tablet

Dgc ki hurimg din sii dgng trutic khi dtng. D6 xa tim tay trd em'

I. TtN THU6C: KETRAZIN Tablct

2. THANH PHAN CONG THUC THUOC

M6i vi6n n6n bao phim chria:

Thdnh phdn hoat chAt:

Levocetirizine dihydrochloride 5mg

Thnnh phAn ti duoc: Microcrystalline cellulose, Lactose hydrate, Carboxymethylcellulose

calcium, Magnesium stearate, Hypromellose 2910, Polyethylene glycol 400, Titanium oxide'

4. CHi DINH

Levocetirizine dugc chi clinh trong di0u tri c6c trudng hqp:

- Ldm gidm c6c tri6u chring vi6m mfli vdL vi6m mit di ftng theo mta vd quanh ndm

- Ldm giAm cdc tri6u chung cira chung mA day v6 cdn m4n tinh'

5. CACH DUNG, LIEU DT]NG

Ctich cling:Thu6c dtng <ludng u6ng, nu6t nguyen vi6n ctng v6i ch6t lOng vd c6 the u6ng ctng

hodc kh6ng ctng vdi thuc 6n.

Liiu tting:

Neudi ton va tr6 em tt 12 tu6i tro l€n:

LiAu hing ngdy khuyrln c6o ld 5 mg (mQt vi0n) m6i ngdy mQt lAn'

T16 em tt 6 d6n l2 tu6i:
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LiAu hdng ngdy khuy6n c6o ld 5 mg (mQt vi6n) hdng ngdv'

3. DANG BAO CHE

Vi6n n6n bao phim.

Hinh thric: Vi6n n6n bao phim hinh oval, m1u tr6ng ho{c vdng nhqt, mQt m4t c6 khic chir "ZK"'

mqt mit khic s6 "5".
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Levocetirizine kh6ng ctuoc khuy6n c6o su dung d tr6 em duoi 6 tu6i do kh6ng dt dt lieu vi tinh

an todn vd hieu qua.

Nqudi sid:

Kh6ng c6 dii liQu cho th6y cAn giam tidu d ngudi gii c6 chuc ndng thfln binh thudng.

BQnh nhdn suy th6n vria vd n{ng: kh6ng c6 dt liQu ghi nhan t! l9 hiQu qua./an toarn trcn bcnh

nhdn suy thQn. Vi levocetirizine chir y6u dugc bdi ti6t qua dudng niQu' kong truong hqp kh6ng

th6 diCu tri thay thii, kho6ng c6ch lidu phni duoc didu chinh theo chrlc ning thdn. Tham khio

blng sau vd clidu chinh liAu theo chi dinh. D6 st dgng bing li6u ndy, cAn u6c tinh d0 thanh thAi

creatinine cia bgnh nhdn (CLcr) trong ml/phrit. Cric CLcr (ml/phrit) c6 th6 duoc udc tinh tir

creatinine huy6t thanh (mg/dl) x6c dinh bing ciich su dung c0ng thuc sau:

Di€u chinh lidu cho nguoi lon bi suy gidm chuc n6ng thin:

O bQnh nhAn nhi suy thin, li6u s€ phAi duoc tli6u chinh tr€n co s<v c6 tinh tl€n su thanh thai than,

tu6i t6c vd trong luqng co th6 cira b6nh nhAn'

B6nh nhan suy gan:

Kh6ng cAn diAu chinh li6u n nhtng bQnh nhdn bi suy gan'

Bdnh nhAn suv thin:

Cdn diAu chinh liAu (xem B6nh nh6n suy thQn muc dQ trung binh vir n4ng ir tr6n)'

6. CHoNG CHi DINH

BQnh nhan m6n cd,rn levocetirizine hodc v6i b6t cu thanh phAn ndo cira thui5c, voi hydroxyzine

hodc c6c din ch6t PiPerazine.

BQnhnhAnsuytlr{nndngvoindngdQthanhthiicreatinindu6il0ml/phutho4cbQnhnhdn

dang thAm t6ch m6u.

Benh nhan bi di truy6n c6c chimg kh6ng dung nap galactose' suy giAm Lapp lactase ho4c gi6m

h6p thu glucose-galactose.

Lirc co thai vd I[c nudi con bir'

Li6u ding vd tin suaDO thanh thdi creatinine Qnl/phirt )Nh6m
1vi6n>80Binh thudng

1 viOn m6i ngdy50-79

1 vi6n m i 2 ngdy30-49Trung binh

1vi0n mo i 3 ngdy30Nang
ng chi tlinhCh10Senh than giai doan cu6i vd

benh nhdn dang thAm t6ch mriu
r'
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7. CANH BAO VA THAN TRQNG KHI DUNG THU6C

Kh6ng dtng qu6 li6u quY dinh.

Vi6c sir dirng levocetirizine dihydrochloride kh6ng dugc khuy6n cao o tre em duoi 6 tuoi'

O lidu didu tri. kh6ng co tuong t6c ldm sdng dang kC da dugc chung minh voi ruqu (o ndng d0

ciin trong m6u 0,5 g/L). Tuy nhi6n, thQn trqng dugc khuy6n c6o n6u st dlng rucru ctrng litc'

Khuy6n c6o cAn th{n trong dOi vOi bQnh nhan d6ng kinh vd c6 nguy c<r co giflt'

11. rAc DUNG KHoNG MoNG MUON

TdnsuAtt6cdgngkh6ngmongm'6':'atptrOtien(U1110);ptrOtien(>1/100dtin<1/10);

kh6ngph6bien(21/1.000d6nS1/100);hi6m(21/10000dCnti/1'000);rAthi6m(S

1/10.000); kh6ng bitit (khdng the uoc tinh ttr dt ligu c6 sin)

Ph6 biOn Kh6ng ph bi6n Hi

Gidm tiell c u

8. STIDUNG CHO PHU NIJc6 THAI vA CHO CON BII

chua c6 dir liou lam sdng vd viQc dtng levocetirizine cho phg nt c6 thai. cric nghien cr?u tren

dQng vpt kh6ng cho thAy dnh huong c6 h4i trqc tiiip hoac gi6n tiiip lOn thai kj" sg phrit tri6n cta

ph6i thai/thai nhi, qu6 trinh sinh d6, hodc sg ph6t tri6n sau sinh. Tuy nhi6n, cAn than trgng khi

dung thu6c ndy cho phii nir c6 thai vh cho con bir'

9. ANH HIJONG CUA THU6C LTN KHA NANC I,AI XE, VAN HANH MAY M6C

Bqnhnhdnsaukhiu6nglevocetirizinen6nthQntrgngkhilirmc6cc6ngviQcddih6isutinht6o

hoan toirr nhu v4n hirrh m6y m6c hay l6i xe'

10, TTIONG TAC, TIJONG KY CUA THUOC

Doduocd6nghgc,dugcilQnglucvirslrdungn4pciralevocetirizine,kh6ngc6tuongt6cv6i

cric thu6c khring histamine. ThUc tti, cA duoc dQng hoc vd duoc 1uc hoc ddu kh6ng c6 tuong tAc

dAng k6 da duoc b6o c6o trong c6c nghidn cuu tuong t6c thuSc' dac biQt v6i pseudoephedrine

ho{c theophYlline (400 mg/ngdY)'

Suh6pthuctalevocetirizinekh6ngbi6nhhuongbdithric[nnhungt6cdQhApthugiam'
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Phtr thdn

mqch

Ban thu6c

dinh

kinh

co

NOi mC dayNgua

Phrit ban

Rili loan .n6 da

vd m6 dudi da

Kh6 ti€u

Drii dAm

R6i loan thdn vd
.7 .^

tlet nleu

Suy nhuoc

Kh6 6

MOt m6iR6i lop chung

trongTAng

luqng

Nghi0n ctu

tri em.

12. euA Lmu vA cAcn xU rni
TriQu chimg

C6c rriQu chring quan s6t duoc sau khi dung qu6 li6u levocetirizine cht y6u t6c rl6ng dlin thAn

kinh trung uong ho4c ttic d$ng khSng acetylcholin'

c6c phan ung b6t lqi du.c ghi nhdn sau mQt lugng it nh6t 5 len so v6i li6u khuyiin c6o hdng

ngiy ld: nhdm I6n, ti6u chdy, ch6ng m4t, mQt m6i, nhric diu' kh6 chiu' giSn d6ng tt' ngua' btin

ch6n, butin ngt, sirng sd, nhip tim nhanh, run vi ti6t niQu'

Xri tri

13. CAC DAC TiNH DUqC LU. C HQC

Nh6m duoc Ii: Thu6c khdng histamine duong toirn thdn' dAn chAt piperazine'

Md ATC: R06A E09

Levocetirizine, ch6t d6ng phdn d6i hinh (R) cta cetirizine, ln thu6c d6i khang manh vd chon lgc

v6i thp thO H1 ngoai vi.

c6c nghien cuu gdn k6t cho thay levocetirizine c6 6i luc cao v6i c6c receptor Hr d ngudi (Ki :

3,2nmol/l).Levocetirizinec66iluccaoglp2lAncetirizine(Ki=6'3nmol/l)'Levocetirizine

t6ch kh6i receptor Hr voi thdi gian b6n hty khoing 115 + 18 phut Sau khi dirng li6u don'

levocetirizine cho th6y khd ndng chi6m gi[ 90'/o c6c receptor sau 4 gid vit 57ok sau 24 gid'

]G

il
pl

fl

ra

;6

Phn

Kh6ng c6 chat giai doc d6c hiQu, n6u quri liau xny ra, non didu tri tri6u chung v.r ho trcv. Niiu

m6i ut5ng thu5c trong thdi gian ngdn thi ndn rria da ddy' ThAm t6ch m5u kh6ng thAi trt duoc

levocetirizine ra kh6i co th6.
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C6c nghiOn cuu dugc lqrc hoc 6 ngudi tinh nguyQn kh6e manh tli chung minh ring. o mQt nta

litiu, levocetirizine c6 hoat tinh tuong duong cetirizine ci tr0n da vd tr€n mfri.

Tric dung dugc lgc hgc cira levocetirizine dugc nghien criu trong cdc tht nghiQm ng6u nhi6n, c6

d6i chtmg:

Trong mot nghien ciru so s6nh hiQu qui cira levocetirizine 5mg, desloratadine 5mg vi gia duoc

tr6n benh nhdn bi sdn pht vd h6ng ban do histamine, ktit qu6 cho th6y levocetirizine ldm gidm

d6ng krir sg hinh thdnh sdn pht vd hting ban cao nh6t trong 12 gio dAu vd k6o ddi 24 gid

(p<0,001) so v6i gia dugc vd desloratadine.

Trong thri nghiem c6 eOi ctrung gid duoc theo m6 hinh dtng budng thu th6ch voi di nguydn,

levocetirizine 5mg khoi phet tac dung ki6m sorit triQu chimg gdy ra do ph6n hoa sau 1 gid dtng

thu6c.

Trong c6c nghi€n ciru in vlrro @udng Boyden vi ky thuAt cit tcrp te bio) cho th6y levocetirizirte

ric ch6 sy di chuy6n qua n6i m6 cria bach cdu 6i toan gAy ra do eotaxin cd d da vd t6 bdo ph6i.

Levocetirizine ric ch6 giai tloan dAu phAn img di img histamine trung gian vd ldm gidm su di

chuy6n cira mot s6 t6 bdo vi6m vd giii ph6ng mQt s6 ch6t trung gian lien quan diin phnn ung d!

ung.

HiQu qu6 vd d6 an todn cua levocetirizine d6 duoc chimg minh trong mQt s6 thir nghiQm lim

sdngmtd6i,d6ichungvoigiirduocdbQnhnhAnngudilonvi6mmtid|ungtheomua'vi6m

mfli di ung quanh ndm ho[c vi6m mti di ung dai ding'

Hai nghien cuu ldm sdng tllii chring v6i gii dugc v6 hidu qua v2t tinh an todn cta levocetirizine

vi6n n6n d6i vOi tre em dd duoc thuc hi6n tr6n cdc bQnh nhi tir 6 d6n 12 tu6i mic vi6m mti di

img theo mta vd vi6m mti dl ung quanh n6m. Trong ci 2 tht nghiQm, levocetirizine cai thien

cl6ng kti tri6u chimg bQnh vd tdng chAt luqng s5ng li6n quan d6n stc kh6e'

Trong m6t thri nghiQm lAm sang d6i chimg gid duoc bao g6m i66 b6nh nhdn mic bQnh mdy rlay

man tinh, c6 g5 bQnh nhan ilu_o. c diau tri vdi gii duoc vd 81 bgnh nhan dung levocetirizine 5mg

mot ldn m6i ngey trong vdng 6 tuAn. Didu trl bing levocetirizine lam gidm dring k6 muc dQ

ngua sau 1 tuAn dAu di0u tr! vd trong su6t quii trinh didu tri so v6i gid duoc'

M6i quan hQ gifta duqc dQng ht2c/ duqc lvc hqc (PK/PD):

Levocetirizine 5 mg uc ving sAn phi vd quAng d6 gAy ra do histamine v6i c6ch thuc tuong tU

cetirizinel0 mg. ctng nhu voi cetirizine, t6c dQng tr6n phdn ftng da do histamine li kh6ng li6n

quan d6n ndng d6 thu5c trong huyiit tuong'

DiQn tim d6 (ECG' kh6ng cho th6y t6c rlQng li6n quan cta levocetirizine tren khoing QT'
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14. CAC DAC TfNH DTIqC DQNG HQC

Htip thu:

Levocetirizine h6p thu nhanh vd nhidu sau khi u5ng. NOng dQ dinh trong huy6t tuong dqt du-o. c

0,9 gid sau khi u6ng. Tr4ng th6i 6n dinh dat duoc sau 2 ngdy. N6ng dO dinh diCn hinh lAn tuot

lit 270 ,,glmlvd 308 ngiml sau khi u6ng lidu diyn vd li6u l4p lai 5 mg x 1 lAn/ngiy tuctng ,ing.

Mric dQ hAp thu cfia thu6c khdng phU thu6c lidu vd kh6ng bi nnh hudng b<ri thirc dn, nhrmg

n6ng <lO dinh dat duoc bi gi6m vd chdm hon.

Phlin bii

Kh6ng c6 san dt li6u vC phdn b6 tai m6 d ngudi, cing kh6ng c6 dir liQu v6 su di qua hdng rdo

m6u ndo cira levocetirizine. O chuQt c6ng vd ch6, n6ng dQ trong m6 cao nh6t duoc tim thAy d

gan vd th{n, th6p nh6t d khoang hQ thdn kinh trung uc'ng'

o ngudi, 9070 levocetirizine g6n v6i protein huy6t tuong. Phan b6 cia levocetirizine kh6 han

hgp v6i the tich phan b6 h 0,4L,&g.

Chuyiin hba:

Mric d0 chuyen h6a ctra levocetirizine d ngudi it hon 14Yo li6u vi v{y su khric biat do da hinh

th6i di truy6n hay khi ding d6ng thdi v6i c6c thu6c irc ch6 men duoc cho ld kh6ng tl6ng kd' Con

dudng chuyiln h6a bao gtim oty h6a nh6n thom, dealkyl h6a gdc N- vd g6c O- vd li€n hqp

taurine. Con duong dealkyl h6a cht yilu qua trung gian CYP 3A4 trong khi con dudng oxy h6o

nhAn thom thuong li0n quan d6n nhi0u d6ng men CYP va'/ho{c c6c ddng men CYP chua x6c

dinh. Levocetirizine khdng t6c dQng l6n hoat dQng cia c6c isoenzyme CYP 1A2' 2C9 ' 2C19'

2D6,2Elvd 3A4 o ndng d0 cao hcrn nting dQ dinh d4t duqc sau khi u6ng liAu 5mg'

Do it chuy6n h6a vd kh6ng c6 ti6m ndng uc ch6 ohuyiin h6a, tucrng t6c cta levocetirizine v6i

c6c ch6t khric hay nguoc lai kh6ng xAy ra'

Thai trit:

Thdi gian b6n thAi trong huy6t tuong d ngudi 16n 16 7 
'9 

+ l'9 gid T6ng thanh thii toirn thdn

bi6u ki6n trung binh d ngudi lon ld 0,63 ml/phrit/kg. Dudng th6i tril chinh cta levocetirizine vd

ch6t chuy6n h6a ld qua nuoc ti6u, chi6m trung binh 85,4% lieu sir dpng' Dio thdi qua phin chi

l,hotng l2,gVolidu sir dgng. Levocetirizine dugc bdi tiilt bdi qu6 trinh Igc cira cdu thQn vi sir bii

tii5t chir d6ng tai 6ng thin

BQnh nhdn suY thdn:

T6ng d0 thanh thii bi6u ki6n cta levocetirizine tLIOng quan v6i tl6 thanh thdi cta creatinine' vi

thi5 phai di6u chinh khoing c6ch cira c6c 1i6r.r levocetirizine, dua tr€n thanh thai creatinine d

bQnh nhAn suy thin trung binh vd ndng' O ngudi bQnh than giai do4n cu5i v6 ni0u' t6ng thanh
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th6i co th6 bi giim khoang 80% so v6i ngudi binh thuong. Lugng levocetirizine du-o. c loqi ra

trong su6t qu6 trinh thAm t6ch tiOu chuAn 4 gid ld < 10%

15, QUY CACH D6NG G6I

HQp 100 vi6n n6n bao phim (10 vi x 10 viOn n6n bao phim)'

16. Drtu KEN BAo QUAN, HAN utNc, rttu cHl-lAN cHAr LU'c'. NG

Brio quin

86o quAn noi tho6ng m6t,0 nhiQt dO du6i 30oC, tr6nh anh sdng vd d6 dm'

Han dins

36 thang ke tu ngdy san xuat

TCCL:

TCCS

17. rtN, DIA cHi cuA co so sAN xuAr rHuoc

KMS PHAIIM. CO., LTD.ffi 236, Sinwon-ro, Yeongtong-gu. Suwon-si, Gyeonggi-do' Hirn Qu6c'

h
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