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TO HI.IoNc oAN stl nuN

ZYZOCETE.

A. HTIONC nAN Sr/ oqNc rnu6c cHo NGrIor
1. TOn thu5c: ZYZOCETE

tfi huong ddn s* arns ond:*iiDoc

DA xa nim my cila trd em.

Th6ng bdo ngay cho bdc s! hofic duqc s! nh*ng tdc dqng

kh6ng mong mudn Sqp phdi khi su dung thu6c.

2. Thirnh phin, hirm lugng cria thu6c: Cho I vi6n

Cetirizin dihydroclorid l0 mg

T6 dugc: vira dri I vi6n.

Td dugc: Microcrystalline cellulose, lactose, colloidal anhydrous silica, crospovidone,

povidon K30, magnesi stearat, croscarmellose sodium, hypromellose, bQt talc,

macrogol 6000, titan dioxyd.

3. MO ti sin phAm: Vi6n n6n dii bao phim mdu tring, cpnh vd thanh viOn ldnh l{n, c6 khic

v4ch b6 d6i.

4. Qui c6ch tl6ng g6i: HQp 10 vi x l0 vi6n.

5. Thu6c dtng cho bQnh gi:

Zyzocete dugc dtng cho nguoi l6n vd tr6 em tir 6 tu6i tro lOn trong ciic trudng hgp:

- Giam c6c triQu chimg cria vi6m mfli di img theo mua l6u ndm.

- Giim c6c triQu chfug cta mO day v6 c6n m4n tinh.

6. NOn dtng thu6c niy nhu th6 nio vi [6u luErg:

- Thu6c dung ducrng u6ng, c6 th6 udng cirng ho{c ngoii bta 6n.

Lidu dtng

- Trd em tt 6 d6n l2 tudi: udng 5 mgx2 Dr/ngny (l/2 vi6n x 2 lAn/ngny)

- Ngudi lcrn vi tr6 em tr€n 12 tu6i: u6ng 10 mg/ngiy (l vi6r/ngdy)

- Ngu<ri cao tu6i: HiQn nay, chua c6 dt lieu khuy6n c6o cAn phii giAm liAu o ngucri cao tu6i

c6 chric ndng th6n binh thudng

- Nguoi bQnh c6 chirc nf,ng th4n suy gi6m, li6u hieu chinh theo Cl., nhu sau:

+ Chric n[ng thfn binh thudmg: Cl., > 80 ml/phrit: li6u l0 mg x I lin/ngdy

+ Suy thQn nhg: 50 < Cl., <79 mllphirt: li6u 10 mg x I lin/ngny

+ Suy th4n vta: 30 < Cl., < 49 ml/phrit: li6u 5 mg x I l6n/ngny

+ Suy th4n n4ng: Cl., < 30 ml/phtt: li6u 5 mg c6ch 2 ngiy I lAn

+ Suy thfln giai tlo4n cu6i ho{c phdi thAm t6ch: Clr, < l0 ml/phrit: kh6ng sri dpng thu6c

Zyzocete
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- OOi vOi benh nhi bi suy thfn: li6u duo. c di6u chinh dOi vOi trmg

thdi cria th4n, ilQ tu6i vi c6n ndng.

- BQnh nhdn chi c6 suy gan: Kh6ng cAn di6u chinh li6u.

- BQnh nh6n suy gan k6t hqp suy th4n: <1i6u chinh liAu nhu AOi vOi

dQ vira tltin n4ng.
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7. Khi niro kh6ng nOn ding thu6c niry:

- Nhirng ngudi c6 tiAn st di tmg vdi cetirizin, hydroxyzin.

- Nhirng ngudi m6n cim vdi b6t k| thnnh phAn nio cira thu6c.

- T16 em du6i 6 tu6i.

- Benh nhdn suy th4n nqng c6 mric lgc ciu than nh6 hon lOml/phrit.

8. Tdc dgng kh6ng mong m,r6rr:

* Thudng grtp:

- Hay gap nh6t ln hiQn tuqng ngir gi. Ti lQ gdy n6n phq thuQc vdo li6u dtng.

- Ngodi ra thu6c cdn gdy mCt mdi, kh6 miQng, vi6m hong, ch6ng m{t, nhric diu, bu6n n6n.

* it g4p: Ch6n in ho{c tdng thdm 6n, bi tii3u, do bimg, tdng titit nu6c bgt.
* Hi6m gqp: Thieu m6u tan m6u, gi6m ti6u cAu, ha huy6t 6p n{ng, cho6ng phin vQ, vi6m gan,

ri mft, vi6m cAu thfn, rtii lo4n v4n dQng, hi l5n, trAm cim, io giitc, c6 f tuong tg tri, r6i lo4n

da dny - ruQt, tiOu chAy, kh6 ti0u, d6i dam.

NAu gQp biit kj, nhiing tdc &fig kh6ng mong mudn ffAn, ngung ditng thuiic nay vd dAn g\p

bdc s! dA dttqc tham vdn vd diiu tri.

9. NGn trinh dtng nhiing thu6c hofc thgc phAm gi khi tlang sfr dUng thu5c niy:

- Tr6nh k6t hqp vdi c6c thu6c ric chi5 then kinh trung uong nhu thu6c an thAn, rugu

- E0 thanh thdi cetirizin gi6m nhg khi u5ng ctrng 400 mg theophylin.

- Kh6ng dung vi6n gi6i ph6ng ch4m t<Ct trqp cetirizin hydroclorid vd pseudoephedrin

hydroclorid o ngudi bQnh ttang dung ho4c ngung thu6c IMAO.

10. CAn lilm gi khi mQt lin qu6n khdng dtng thu6c:

Ntiu mQt lAn quOn kh6ng dung thu6c, cAn u6ng liAu titip theo theo dtng li€u dd chi d6n. Khdng

u6ng g6p d6i li6u aC Utr lai li€u ctd qu6n.

11. Cin bf,o quf,n thu6c niry nhu th6 niro:

Noi kh6, tranh 6nh s6ng, nhiQt dQ kh6ng qu6 300C

12. Nhfrng ddu hiQu vi triQu chrfrng khi dtng thu6c qu6 [du:

- TriQu chimg cria qu6 liOu ld: ngir gi d ngudi lcrn; o tr6 em c6 th6 b! kich dQng. Khi g4p c6c

triQu chimg qu6li6u cAn d6n g4p b6c s! tt6 tluqc t1i6u tri.

13. Cin phfri lim gi khi dtng thu6c qud li6u khuy6n c6o.

- Cin dimg u6ng thu6c vd th6ng b6o v6i bdc s! ho{c duo. c s}.

14. Nhfrng tli6u cAn thfn trgng khi dtng thu5c niy
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a/ Cdc tinh trqng cdn thQn treng khi ditng thudc.

Can phai di€u chinh liOu o nguoi suy thfn vira ho{c n{ng vi ngudi dang nh6n

tao.

- CAn di6u chinh li6u o nguoi suy gan c6 k6t hgrp voi suy thfn

- O mQt s6 ngudi bQnh sri dgng cetirizin c6 hiQn tuqng ngri gi,

xe, ho{c vfln hnnh m6y vi d6 gay nguy hi6m. Tr6nh dtng d6ng

thu6c ric chti thAn kinh trung uong vi lim tdng th6m t6c dgng cria c6c thu6c ndy.

- Than trgng v6i benh nh6n bi ttQng kinh vi benh nhan c6 nguy co co gi{t.

- Sin phAm c6 chria lactose, do tt6 bQnh nhdn khdng dung n4p galactose, thi6u hUt lactase

ho4c k6m h6p thu glucose-galactose kh6ng n6n dirng thudc niy.

b/ Cdc khuyAn cao ditng thu6c cho ph4 nir cd thai vd cho con bil

- Tuy cetirizin khdng gdy qu6i thai o dQng v4t, nhung kh6ng c6 nhimg nghi€n cuu dAy dt tr6n

ngudi mang thai, cho n0n kh6ng n6n dtrng khi c6 thai.

- Cetirizin bni titit qua sira, vi v4y nguoi cho con bri khdng n6n dtrng.

c/ inh hudng ctia thudc di* vA c1ng viQc (ngudi vdn hdnh mdy m6c, dang ldi tdu xe, ngudi

hm viAc ftAn cao vd cdc trudng hqp khdc)

Do thu6c c6 th6 gdy ngt gd, ch6ng m[t, bu6n n6n n6n cen th6n trgng sti dpng thu6c khi l6i xe

vd v4n hinh m6y m6c

15. Khi nio cin tham vfin bic si, dugc si

Khi g6p tAt t<i d6u hiQu niro cta t6c dpng kh6ng mong mu5n ho{c qurl li6u cin tltin g4p ngay

b6c si de tham v6n.

NAu c,in thAm thing tin xin hdi !'kiAn bdc s!

16. H4n dtng cta thu6c: 36 thang k6 tt ngdy sin xu6t.

17. TGn, tlia chi cria co s& sfrn xudt

Tan nhd ,on xuiit:Cdng ty c6 phdn Dugc - Vat tu y tti Thanh H6a.

Dia chi:SO O+ - Quang Trung - thanh phO fhanh H6a - tinh Thanh H6a

Di€n thosi: (037) 3852.691- Fax: (037) 3724.853

18. Ngny xem x6t sfra tl6i, cfp nhit [i nQi dung t] huong dfin sri dgng thu6c

B. HTJdNG OAN StI DUNC rHUOC CHO CAN BQ Y rE

l. D{c tinh dugc lgc hgc

- Cetirizin thuQc nh6m thu6c kh6ng histamin, OOi khang thU th6 Hl - Ma ATC: R06A E07

- Cetirizin c6 tttc dpng chting di ung nhung kh6ng gdy bu6n ngt d liOu dugc l1f. Cetirizin c6

t6c dpng aOi kfrang chgn lgc o thU th6 Hl, nhtmg hAu nhu khdng c6 t6c dpng d6n cic thp th6

kh6c, do vQy hiu nhu khdng c6 t6c dUng d6i khang acetylcholin vi kh6ng c6 ttic dpng dtii

kh6ng serotonin. Cetirizin tc chti giai do4n sdm ctra phin img di ung qua trung gian histamin
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vd ctng ldm ginm sg di doi cta ciic t6 bao vi6m vd giim giAi ph6ng c6c ch6t o giai

do4n muQn cria phin tmg d! rmg.

2.Dic tinh dugc tlQng hgc

- Thu6c h6p thu nhanh sau khi u6ng. N6ng d0 dinh trong m6u d mric

dugc sau (1,0 t 0,5) gid. Sinh kha dung ducrng uOng kh6ng thay ddi khi

QwO

JOc-v
c0 pnfinr

I
thric in. Muc <10 h6p thu cira Cetirizin kh6ng bf gi6m bcyi thric f,n, tuy nhi6n bi

giim.

- th6 tich phan b6 bi6u kitin le 0,5 lit/kg. Tf lQ liOn kiS vdi protein huyi5t tuong ldg} -96%.
- Cetirizin kh6ng bi chuy6n h6a bu6c mQt. Khoing 2/3 li6u dirng du-o. c bdi xu6t du6i d4ng

kh6ng d6i qua nu6c ti6u. Nria tloi thai tru huytit tuong khoing l0 gio. Cetirizin c6 dQng hqc

tuy6n dnh d khoang li6u 5 - 60 mg.

- Thu6c vdo sta mg nhtmg hiu nhu kh6ng qua hang rdo m6u - n6o.

- DQ thanh thai d than la 30 ml/phrit vi thdi gian brin thdi x6p xi 9 gid.

3. Chi ilinh

Vi6n n6n bao phim Zizocete duo. c dtrng cho ngudi l6n vd tr6 em tt 6 tu6i trd l6n trong c6c

trucrng hqp:

- Giam cic triQu chimg cira viOm mfii di img theo mta l6u ndm.

- Gi6m c6c triQu chimg cria md day v6 cdn m4n tinh.

4. Lilu dtng vir cich dtng

Cich dtng:

- Cetirizin dugc dirng ducrng u6ng, c6 thO u6ng cirng ho{c ngodi bira dn.

Lidu dtng

- T16 em ttr 6 tl6n 12 tu6i: uting 5 mgx2l6n/ngdy (ll2vidnx 2 Hr/ngdy)

- Nguoi lcrn vi tr6 em tr6n 12 tu6i: u6ng l0 mg/ngdy (1 vi6r/ngny)

- Nguoi cao tu6i: HiQn nay, chua c6 dt liQu khuytin c6o cAn phAi giAm li6u o ngudi cao tu6i

c6 chric ndng thfn binh thuong

- Ngudi bQnh c6 chric ndng thdn suy gi6m, liOu hiQu chinh theo Cl., nhu sau:

+ Chric ndng thfn binh thulng: Cl., > 80 ml/phrit: li6u l0 mg x 1 lAn/ngiy

+ Suy th4n nhg: 50 < Cl., < 79 ml/phrit: li6u 10 mg x I lAn/ngiy

+ Suy thfln vtra: 30 < Cl., < 49 ml/phrit: [Au 5 mg x I lir/ngny

+ Suy th4n n[ng: Cl,, < 30 ml/phrit: li€u 5 mg c6ch 2 ngny I l6n

+ Suy th4n giai do4n cutii ho{c phii th6m t6ch: Cl.,' < 10 ml/phrit: kh6ng sri dqng thu6c

Zyzocete

- OOi vOi benh nhi bi suy thfln: li6u tluo. c di6u chinh eOi vOi timg c6 nhdn, dga tr6n tlQ thanh

thAi cira th4n, ttQ tu6i vd cAn n{ng.

- BQnh nhdn chi c6 suy gan: Kh6ng can ai6u chinh li6u.
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- BQnh nh6n suy gan k6t hgrp suy thfn: <ti6u chinh liAu nhu AOi vOi bQnh nhdn suy thdn, tir mric

dQ vta d6n n4ng.

5. Ch6ng chi tlinh

- Nhimg ngudi c6 ti6n sri di tmg vdi cetirizin, v&i hydroxyzin.

- Nhirng ngudi m6n cim v6i b6t kj. thanh phdn nio cria thu6c.

- Trd em dudi 6 tu6i.

- Benh nhdn suy than n{ng c6 mric lgc ciu th4n nh6 hon l0ml/phrit.

6. Chc trudmg hqp th$n trgng khi dtng thudc

a/ Cdc tinh trgng cdn thQn treng khi dilng thuiic.

- CAn phdi di6u chinh li6u o ngudi suy th4n vta ho{c n{ng vd ngudi tlang thAm phdn thfn

nhdn t4o.

- CAn di6u chinh li6u o nguoi suy gan ktit hgrp vdi suy thfn

- O mQt sd ngucri bQnh sri dung cetirizin c6 hiQn tucr-ng ngri gi, do v4y n6n thdn trgng khi Lii

xe, ho{c v4n hinh mdy, vi dE g6y nguy hi6m. Trrlnh dung d6ng thoi cetirizin v6i rugu vi c6c

thudc ric chti thin kinh trung uong, vi lirm t6ng th6m tric dpng ctra c6c thu6c niy.

- Thfn trgng vdi benh nhdn b! clQng kinh vi benh nhan c6 nguy co co gift.

- S6n ph6m c6 chira lactose, do d6 benh nhan kh6ng dung n4p galactose, thi6u hUt lactase

ho4c k6m h6p thu glucose-galactose kh6ng n6n dtng thu6c niy.

b/ Cdc khuydn cdo ditng thuiic cho phu nic cd thai vd cho con bil

- Tuy cetirizin ktr6ng gdy qu6i thai d dQng v4t, nhmg kh6ng c6 nhtng nghiOn cuu dAy dri tr6n

ngudi mang thai, cho n6n kh6ng n6n dtrng khi c6 thai.

- Cetirizin bdi tii5t qua sira, vi v4y ngudi cho con bt khdng n6n dtng.

c/ inh hudng ctta thudc difi vAi cing viQc

Do thu6c c6 th6 g6y ngir gd, ch6ng m{t, budn n6n n€n cAn th4n trgng sri dpng thu6c khi l6i xe

vir vin hdnh m6y m6c

7. Tucrng tic cria thuSc vtfi cfc thu6c khic vi cic loSi tucrng tdc khic

- Tr6nh t<tit trqrp v6i c6c thudc ric chti thAn kinh trung ucrng nhu thutic an thAn, ruqu

- D0 thanh thii cetirizin gi6m nhg khi u6ng ctng 400mg theophylin.

- I(h6ng dirng vi0n gi6i ph6ng chflm ki5t frqp cetirizin hydroclorid vi pseudoephedrin

hydroclorid d ngudi bQnh ilang dung hoflc ngtrng thul5c IMAO.

8. Tic dung khdng mong mu6n

Tin suAt cdc tdc dgng kh6ng mong mu6n dugc x6c dfnh nhu sau:

RAt ph6 bi6n (2 l/10); ph6 bi6n (: tltOO <ltin <1/10); kh6ng ph6 bi6n (> | I 1.000 d6n l/100);

hi6m g?p (> | I 10.000 d6n I / I .000); rat nitim g4p (<l / 10.000); kh6ng du-oc bi6t d6n (kh6ng

th6 dugc udc tinh tt dir liQu co sin

- Mfu vi b4ch huy6t r6i loSn:
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+ R6t hi6m gap: gidm ti€u cAu

- R6i to4n hQ th5ng miSn dich:

+ Hi6m g{p: quri min

+ Rdt hitim g4p: s6c phin vQ

- n6i lo4n chuy6n h6a vir dinh

+ Kh6ng duqc bi6t d6n: tlng sp

- R5i toSn tffm thAn:

+ Kh6ng ph6 bitin: kich dQng

+ Hi6m g{p: gdy h6n, hi l6n, trAm cdm, 6o gi6c, m6t ngt

+ R6t hitim gap: cir ttQng kh6ng chri f lap lai nhi6u lan

+ Kh6ng dugc biiit di5n: y nghi tU tti

- R6i togn hQ thAn kinh:

+ it gap: dicnm

+ Hi0m g4p: co gi4t

+ Kh6ng t1uo. c bi6t di5n: m6t tri nh6, suy giim tri nh6

- R6i toSn mit:
+ Rdt hiiim: nhin mo

+ Khdng ttuqc bi6t d6n: ch6ng mflt

- R6i lop tim:

+ Hitim g4p: nhip tim nhanh

- n6i to4n dg diy-ruQt:

+ Kh6ng pfrO Uiiin: ti6u chiy

- n5i toSn gan m$t:

+ Hi6m g[p: chtc nlng gan bAt thuong (t6ng transaminase, phosphatase kidm, 1-GT vd

bilirubin)

- R6i toSn da vir md dufi da:

+ it g{p: ngta, ph6t ban

+ Hii5m g{p: n6i me day

+ RAt hii5m glp: Phir thAn kinh m4ch

- R5i to4n th$n vi ti6t niQu:

+ R6t hi6m gap: kh6 tii5u, d6i dim

+ Kh6ng dugc bitit di5n: bi tiOu

- Cic r6i loln khrflc

+ it gap: suy nhu-o. c, mQt m6i

+ Hit5m g[p: phu nO
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I

9. Qud fidu vir cfch xrfr tri
- TriQu chfmg cria quil liAu li: ngri gi d ngu<ri lon; d tr6 em c6 thO bi kich <10ng. Khi qu6 li6u

.x
nghiCm trong cdn gdy n6n vd rua da ddy ctng vcri cilc phucrng ph6p h6 trg. DOn nay, chua c6

thu6c gini dQc dac hiqu.
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