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DOSAGE&ADMINISTRATION/ CONTRAINOICATIONS:
See the enclosed package insert.
STORAGE:
Store in a tight container, protect from lioht

rature below 30'C.at the tem
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tAllergies treatment

JURTEC ro,,,,on
(Cetirizine dihydrochloride 1 m g/ml)

Man{acrured by: Cho-A Pharm. Co.Jtd
3 I 8 Gwangjeong-ro, Haman-myeon, Hanman-gun
Gyeongsangnam-do, Republic of Korea.
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Msa No.:
Lot No.:
Mfg. Date
Exp. Date

JURTEC s"ro..
(Cetinzano dihyd@hrodde rmg/mt)

xem trong
D6 xa tin

bao

khac:

trd Dac HDSDlay ki ding

10ml x 5 Amps

Specificationl
In-house
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AMPOULE LABEL
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IURTEC Solution
(Each lOml (l ampoule) contains:
Cetirizine dihydrochloride lOmg)

Lot. No.:
Exp. Date:
Manufactured by:
Cho-A Pharm. Co.,Ltd
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HTIdNG DAN SUDUNGJURTEC solurroN

1. TON THU6C

JURTEC Solution

2. cAc DAU Hrpu LtIu f vA KrruyfN cAo KHr DUNG THU6c
Dgc ki hurirng din srfr dgng tru6rc khi dirng
N5u cAn thGm thdng tin, xin h6i f ki6n bic si
D6 xa tAm tay tr6 em.

3. THANH PHAN CONG THI,C THUOC:
M6i 6ng (10m1) chr?a:

Thdnh phin hog chdt cetirizine dihydrochloride I 0 mg
Thdnh phdn li dtto. c: sucrose, enzymatically modified stevia, d-sorbitol solution 7002,
concentrated glycerin, methylparaben, propylparaben, sodium citrate hydrate, strawberry
essence B-5016, ethanol, nuoc tinh t<triiit v.<t.

Chuydn cMt l6n8 Yeo c6c
oAt dEu 6ng dA ba nghieng
xu5ng mi€ng c6c vi bi dbu
c6n lai nhu budc I

M4c dt thric dn c6 th6 hm ginm n6ng dg <linh trong m6u vd k6o dni thdi gian dAt ndng <lQ

tlinh, nhrmg kh6ng anh hudng diSn mric h6p thU thui5c, cho nOn c6 th6 u5ng ctng ho{c ngoii
bta in.

1

HUOI{G DiN SU DUNG

4. DA,NG B.A.O CHf,:
Dpng bio ch5: Dung dlch u6ng

M6 ta: Ong chria dung dich kh6ng miru hoic vi,ng nhat v<yi vi nggt vi huong thorn dE chiu.

s. cHiDINH
Cetirizine tluo. c chi <t!nh trong didu tr! trong cric trulng hqp:

Ngndi ldm vd thanh thidu niAn trin t2 ta6i: Didu tri triQu chimg vi6m mfii di rmg (theo mta
vd l6u n5m), vi6m k6t m3c d! img li6n quan vi mdy day min tinh.

Tri em 6-12 tuii: Didu tri tri6u chimg vi0m mti di rmg (theo mria vi l6u nim), ve n6i md day
man tinh.

Tfi ern 2-6 tu6i: DiAu tri triQu chimg vi6m mfii di img theo mta.

6. CACH DtING, T,IDU DTTNG:

Jurtec Solution du-o. c dtng dudng u6ng, dua dlch l6ng vdo c6c nhu hinh vE vd st dUng.

8i mQt ihu 6ng
Gai 6ng blnS m6t tay
ve gi&tay kia gan vach
r6i bi 6ng
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Newiti tdu vd thanh thiiu nian tan 12 tu6i: l0ml x 1 Iin/ngdy. Nilu cdm gi6c budn ngt, n6n

dung thu6c veo bu6i t6i.

Tr€ em 6-12 tu6i.' 10ml x 1 Iin/ngdy ho{c 5ml x 2 lAn/ ngdy 1srturg vd t6i;.

Tri em 2-6 nii hodc c n ndns duti J0*e,' 5ml u6ng 1 lAn m6i ngdy hoac 2,5m1 x 2 ldn m6i

ngay

Hi6n tai chua c6 sO tipu mm sring <lii khuytin ctio st dgng cetirizine dihydrochloride d tr6 em
t.

ducrr z tuol.

BAnh nhdn suv thdn vim vd ndne: l<hodng c6ch dirng thu6c, li6u dung phni duo. c tinh toiix

theo chric nang th4n cta timg bQnh nhan. Tham khdo bAng sau vd didu chinh lidu theo chi

dinh. DC sir dpng bang li6u ndy, cdn u6c tinh dO thanh thdi creatinine cria b€nh nhdn (Clcr)

(ml/ phrit). Chi sti CLcr (ml/phtt) c6 thC tinh to6n dua theo creatinine huytit thanh (mg/dl) x6c

dinh bang c6ng thrlc sau:

CL", = (x 0,85 d6i voi nt)

Di6u chinh li€u d6i v<vi ngucri lon b! suy gidm chric ndng thfn:

BOnh nhan ld trd em khi bi suy th$n lidu s€ phii rlu.c di6u chinh tr6n c6 th6 ttmg bQnh nhdn

c6 tinh <liin dQ thanh thei thdn vi trgng lugng co th6.

BAnh nhdn bi suv san: kh6ng cAn didu chinh lidu.

Benh nhan bi suy gan vd suy th{n: ndn didu hinh li6u (xem di6u chinh tidu dtii voi benh nhen

suy thdn d tr6n)

BAnh nhdn cao tu6i: l<hdng c6 bing chimg ndo cho th6y cAn phAi didu chinh litiu luong cho

bQnh nhan cao tu6i kh6e manh voi di6u kiQn li chric nang thQn binh thuong. Thoi gian dieu

tri c6 thii kh6c nhau ttry thu6c vdo c6c tri6u chimg.

7. CH6NG CHi DINH:
Ch6ng chi dinh v6i benh nhan m5n cAm v<ri b6t cri thAnh ph6n ndo cria thu5c, vdi

hydroxyzine ho{c c6c d6n chAt piperazine.

Benh nhan suy thdn n{ng, d0 thanh thai creatinine it hon l0ml/ph[t.
Thu5c c6 chta sorbitol. BCnh nhan cO vAn de di truy€n hitim gap kh6ng dung nap fructose

kh6ng nOn dttng thu6c.

Nh6m
D0 thanh thai Creatinine

(ml/phtt)
Li6u dung vd tAn su'it dirng

.r.
muoc

Binh thuong 1Omg m6i ngiy

Nhe 50-79 1Omg m6i ngiy

Vua 30-49 5mg m6i ngdy

Nanc 5mg m6i 2 ngiy

se.nh than Eiui do4n cu6i-

BQnh nh6n clang chey thdn

nhAn tao

< 10 Kh6ng dtng

[140 - tudi(nam)] x cdn nang (kg)

72 x creatinine huytit thanh (mg/dl)

e
tT IpAOt
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N
>80

<30
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8. CANH BAo vA THAN TRQNG KHI DUNG THU6C:
O mQt s6 benh nhan, didu tri k6o ddi dung dlch u6ng cetirizine dihydrochloride c6 th6 hm
tdng nguy co sdu ring do kh6 miQng. Do d6 bQnh nh6n n6n du-o. c th6ng b6o vd tAm quan trong

cria viQc vQ sinh rdng mi€ng.

Trong trudng hqp suy giim chric ndng gan vd chrtc ndng th6n, viQc thii trt cetirizine c6 th6

bi suy giim. Can tnan trgng khi dtng cetirizine dihydrochloride cho nhtng bQnh nhdn ndy.

(xem phAn lidu dung vd ch6ng chi d!nh).

O fidu didu tri, kh6ng c6 tuong t6c c6 f nghia lAm sang voi ruqu (d6i voi n6ng dQ cdn trong

m6u li 0,5 dL), tny nhi6n cetirizine dihydrochloride c6 the lam tAng t6c dung cua rugu bia.

Do d6 cren than trong khi st dung d6ng thoi vtri ruqu bia.

Cdn thfn trgng vni vi€c sri dgng d6ng thoi c6c thu6c irc chti CNS.

CAn thfln trqng trong bQnh d$ng kinh vd bQnh nhdn c6 nguy co co gi@t.

Methylparaben vd propylparaben trong dung dich ui5ng 1 mg/ml c6 th6 gdy phan tmg di rmg

(c6 thri g6y trd ng4i).

Do sy c6 mflt cta mQt sll tri duo. c trong c6ng thrlc, kh6ng n6n dtng dung dich u6ng d tre em
l.

du01 I tuol.

9. STJDUNG THU6C CHO PHU NuC6 rHAI vA CHO CON BU:

Phg nii c6 thai:
Chua c6 dir liQu diy ihi v6 sir dUng thulic tr6n phr,r nt c6 thai, chi nOn dtrng thu6c n6u lqi ich

vugt troi so voi nguy co.

Phg nfr cho con bti:
Cetirizine dihydrochloride <lugc bdi ti6t trong sta m9 d ndng dO tu 0,25 d6n 0,90 trong huy6t

tuong, php thuQc vio thcri gian l6y m5u sau khi dtng. Do d6, c6n th4n trang khi kO toa Jurtec

solution cho phg nt <lang cho con bri.

10. ANH HIJONG COA THU6C LTN KHA NANG LAI XE VA VAN H,INH MAY

uoc:
Cetirizine dihydrochloride c6 thti c6 anh huong nh6 ho{c vria dtin khi ndng phan x4 cria bQnh

nh6n. C6c ph6p do vC kha nang l6i xe, cim giric bu6n ngri vd ddy chuy6n tl6 kh6ng chimg

minh b6t k) anh hucmg c6 li6n quan l6m sang ndo vni li6u khuy6n c6o 10 mg. Didu ndy cdn

dugc xem xdt khi cin sU tinh teo. BQnh nhdn c6 f dinh l6i xe, tham gia vio c6c hoqt dQng

nguy hirim ho4c v{n hinh m6y m6c kh6ng dugc vugt qu6 li6u khuy6n c6o vd n6n tinh <liin

d6p rmg cfra bQnh nh6n v6i thu6c.

O nhtng benh nhan nh4y cAm, cetirizine dihydrochloride c6 th6 lem tang t6c dgng cta ruqu

vi c6c ch6t ric ctr6 tnan kinh trung ucrng, n6u duoc sir dung ddng thoi c6 th6 hm gidm sg tinh

t6o vd gidm khA ndng vdn <lQng.

11. TI,IONG TAC, TI,IONG KY CUA THUOC

Thir nghigm di img: c6c x6t nghiQm da bi di rmg bi ric chii bdi thu6c khang histamin vd cih

phii c6 thdi gian ildo thdi tru6c khi thgc hiQn. ViQc st dung thu6c phii duo. c ngtmg l4i ba

ngey tru6c kai ki6m tra di img. Cetirizine dihydrochloride c6 thC lam t5ng t6c dung cria ruqu.

Do tl6 c6n th6n trgng khi st dung d6ng thoi voi ciin. can than trong khi dung d6ng thoi vcri

c6c thu5c tc ch6 CNS.
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Do tinh ch6t dugc tlQng hoc, dugc clQng hgc v?r dung nap cta thu6c, n6n kh6ng c6 tuong t6c

<lugc dg dorin xiy ra v6i thu6c khring histamin ndy. Tr6n thgc tii, kh6ng c6 phan img du<r. c

tl$ng hqc hoAc tuong t6c duo. c dQng dang k6 <lugc b6o c6o trong cic nghiOn ctu tuong t6c

thutic, chri yi5u ld voi pseudoephedrine ho{c theophylline (400 mg/ngdy).

Mric <tQ h6p thu cria thui5c khdng giim khi 6n, m{c dir t6c dQ tlat diin ndng tIQ dinh hong

huyiit tuong giim.

t2.TLc DUNG KHoNG MoNG MUoN c0A THUoC
C6c phan img ngo4i j duqc ghi nh{n sau diy cria cetirizine dihydrochloride <lu-o. c phfln loqi

theo tdn su'it.

Thudttg gfip, ADR > 1/100

Uay g4p nh6t ld hi6n tugng ngt gd. Ti lQ gdy n6n phu thuQc vdo liAu dtng.

Ngoii ra thuiic cdn g6y mQt m6i, kh6 mi6ng, vi6m hqng, ch6ng m{t, nhric dAu, builn n6n.

h sdp, 1/1000 <ADR < t/100
Chan en hoac tiing thdm 5n, bi tieu, d6 bimg, t[ng ti6t nudc bqt.

Hidm edp, ADR < 1/1000

Thi6u m6u tan m6u, gi6m ti,3u cAu, h4 huy6t rip nang, choring phan vQ, vi€m gan, ri mft, vi€m

cAu th4n.

Thing bdo ngay cho bric si ho{c dr.oc si nhfing tdc dyng khbng mong mudn gfrp phdi khi

srh dgng thudc.

13. euA LItu vA cAcn xtlrni
o TriQu chrimg vir ddu hiQu: triQu chung cira qu6 liAu ld: ngt gd d nguoi l6n; d trd em c6

thC bi kich dQng.

. c6ch xrfr tri: hiQn tai kh6ng c6 thu5c giii doc dac hieu. Kinh nghiQm va dung qu6 li6u bi

h4n ch6 vi chua c6 b5o c6o vd tinh trang qud li6u trAm trgng' Di6u tri ban diu phii ld gAy

ndn ho{c rua da diy, n6u hqp lf vd than hoat tinh. ViQc didu tri trieu chung hoec h6 trg

n6n du-o. c xem x6t trong trudng hqp nhi6m dQc c6p tinh, sau khi st dung thu6c cdc lan

xuit hiqn ngin nhu diazepam a6 dQng kinh hoic chimg lo4n dudng c6p. Cetirizine

dihydrochloride kh6ng <luoc lo4i b6 hiQu quA bdng phuong ph6p loc m6u.

14. DAC TINH DUqC LUC HQC

Nh6m ilidu tri: thu6c ktrang histamin, <t6i khdmg thg the Hl
Mf, ATC: R06AE07

cetirizine dihydrochloride lli thu6c khring histamin m4nh c6 t6c dpng ch6ng dl rmg, nhmg

kt6ng gdy bubn ngr) d lidu dUqc l;i. Cetirizine c6 t6c dgng AOi nrang chgn lgc 0 th* th6 Hl

nt ung l,Au nhu kh6ng c6 t6c dung d6n c6c thp the kh6c, do viy hdu nhu khdng c6 tec dUng

a6i trrang acetylcholin vd kh6ng c6 t6c dpng ai5i k}rang serotonin. cetirizine ric ch6 giai do4n

snrn cia phan tmg di rmg qua trung gian histamin vd ctng lim gidm sg di doi cria cdc t6 bao

vi6m vd giim gidi ph6ng c6c ch6t trung gian d giai doan mu6n cta phan tmg di ung'

ls. DAc riNH DIJqc DQNG HQC

. HAp thu: Ndne dO <linh trong mrlu d mrlc 0,3 microgam/ml sau 30 ciiin 60 phrit khi u6ng

1 lidu 10 mg. H6p thu thu6c kh6ng thay tl6i gita c6c c6 th0.
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o Phin b5: cetirizine li6n ktit marfi vcri protein huyiSt tuong (khoang 93%). Nrfa doi huy6t

tuong x6p xi 1 I gid.

o Chuy6n h6a: mQt luqng nh6 cetirizine dihydrochloride du<r. c chuyiln h6a thdnh chAt

kh6ng c6 t6c dpng duoc lf. 60%o cethizine dihydrochloride dugc thii tru d d4ng nguyEn

vgn th6ng qua th6n trong vdng 96 gid

r Thii trir: dO thanh thai d than h 30 ml/phtt vd nta doi thii trir x6p xi 9 gid.

Sfr dung li6u lap lai kh6ng gAy tich tu, kh6ng inh hucrng d6n h6p thu hay thAi trri. Trong

truhng hqp suy thAn, thAi tru cetirizine dihydrochloride di6n ra ch{m hon vi k6o ddi thdi gian

bAn thai. Thdi tru cflng se giam trong truong hSp suy gan.

Kh6ng c6 bdng chimg cho th6y duqc ctQng hgc cta cetirizine dihydrochloride thay d6i d benh

nh6n cao t"Oi t tl Uti chric ndng thfln vd gan suy giim.

16. QUY CACH O6NC C6I:
HQp56ngxl0mV6ng

17. DIIU KIEN BAO QUAN, HAN DI]NG, TITU CHUAN CHAT LUqNG CUA

THUOC
Bio quin: Bio quan trong bao bi kin 6 nhiQt tlQ kh6ng qu6 30oC.

H4n dtng: 36 th6ng kii ttr ngdy san xu6t

Ti6u chuAn: TCCS

18. TtN, DIA cHi cuA co so sAN xuAr rHUOc

( CHO-A PHARM. CO.,LTD
3 1 8 Gwangjeong-ro, Haman-myeon, Haman-

Gyeongsangnam- do, Han Qu6cCHO.A
tni(cx nxfI tnJu n4n

Drjdc PHdM
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