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| Cic dau higu hru § va khuyén cdo:
| Doc kj hudng dan s dung trudce khi ding.

Dé xa tam tay tre em.
| Thong bdo ngay cho bdc sy hodic duoc sp nhitng tdc dung khéng mong mudn gdp phdi khi sie
| dung thuoc.

1. Thanh phan cong thite thude:

MGbi vién nén bao phim chira:

Thanh phin hoat chét: Cetirizin dihydroclorid 10 mg

Thanh phin t4 dwge: Tinh bdt ngd, lactose, PVP K30, magne stearat, hypromellose 15¢cps
(HPMC E15), tale, titan dioxid, PEG 6000 (macrogol 6000).

2. Dang bao ché:

Dang bao ché: Vién nén bao phim

MG ta dac diem thuoc: Vién nén bao phim mau trang, thudn dai, hai mat 161, mot mat c¢é khac, mat
con lai trom. .

3. Chi dinh:

Chi dinh & tré em tix 12 tudi tr& 18n, thanh thiéu nién va nguoi 16m:

- d€ lam giam céc tri¢u chimg & miii va mat ciia viém mili di img theo mua va lau nam.
- d& 1am gidm cAc triéu chimg ctia may day tir phat man tinh.

4. Liéu dimg — Cach dung:

Liéu ding:

Ngudi 16n va tré em tur 12 tudi trdy 1én: 10 mg mot l4n mdi ngay (1 vién).

Ngudi cao tudi: khéng cé dir lidu khuyén cédo cin phéi giam liéu & ngudi cao tudi ¢o chire nang
than binh thudmg.

Dbi véi bénh nhén suy thén tir trung binh den nang: khong c6 dit li¢u ghi nhén ty 1 hiéu quéa/an
toan ¢ bgnh nhén suy than. Vi cetirizin chu yéu duoc dao thai qua than, trong trucmg hop khéng thé
sir dung phwrong phap diéu tri thay thé, phai ca thé hoa khoang cach gilra cac liéu theo chirc ning
than. Tham khio bang sau dé didu chinh lidu. Khi sit dung bang nay, can cé gia tri d§ thanh thai
creatinin udc tinh ciia bénh nhan (CLcr) tinh bing ml/phit. CLer (ml/phut) c6 thé dwoc wde tinh tir
gia trj creatinin huyét thanh (mg/dl) bing céng thirc sau day:

(140 — tudi (un)] x cin ndng (K8, 0 05 45 v phy o)

Cler= -
72 x creatinin huyét thanh (mg/dl)
Diéu chinh liéu cho bénh nhén suy thin
Phén loai CLer (ml/phiit) Liéu lwrong
Binh thuong >80 10 mg x 1 lan/ngay
Nhe e 50-79 10 mg x | lan/ngay
Trung binh 30-49 5 mg x 1 lan/ngay
Néng : <30 Smgx1 Jan méi 2 ngay
Suy than giai doan cudi — bénh <10 Chédng chi dinh
nhén thim phan

O nhirng bénh nhan tré em b1 suy than, diéu chinh Liéu dua tren d¢ thanh thai than, tudi va khdi
lrong co thé cia bénh nhan. )

Bénh nhén suy gan: khong can didu chinh liéu & bénh nhén suy gan.

Bénh nhin suy gan va than: khuyén cdo diéu chinh liéu.
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Cich diung: i
Nudt vién thudc voi luong nurde day da.

5. Chong chi dinh:

Chéng chi dinh & nhitng bénh nhin qua mén cdm véi cetirizin va bit ky thanh phén nao cia thude,
hydroxyzin hoac bét ky din xuét piperazin nao.

Chéng chi dinh & nhitng bénh nhén suy than ning v&i do thanh thai creatinin duéi 10 ml/phut.

6. Canh bao va than tmng khi ding thude:

O lidu didu tri, khong c6 tuong téc ldm sang dang ké nao gifra thudc va rrou (néng dd cbn trong
mau la 0,5 g/l). Tuy nhién, can than trong néu udng rugu dong thoi voi thude.

Bénh nhin c6 bénh thin nén tham khao y kién béc sT trude khi dung, béac si s& quyét dinh lidu
lwrong cho bénh nhan.

Cﬁn thén trong & nhimg bénh nhér c6 yéu td ghy bi neu (vi du nhu t6n thwong tiy séng, phi dai
tuy¢n tién liét) vi cetirizin ¢6 thé 1am ting nguy co bi tiéu.

Thén trong & bénh nhan dong kinh va bénh nhén c6 nguy co co giat.

Céc xét nghiém di tmg da bj irc ché boi thude khang histamin do d6 cin ngimg thude 3 ngay trudc
khi thure hién x€t nghiém da.

Bénh nhin c6 vAn dé di truyén hiém gip vé khong dung nap galactose, thiéu men Lapp lactase hoidc
kém hap thu glucose-galactose khong nén dung san pham nay.

Tré em

Khéng khuyén cdo sir dung dang vién nén bao phim déi véi tré em dudi 12 tudi.

7. St dung thude cho phu nit ¢6 thai va cho con bii:

Phuy nir ¢6 thai:

Rét hiém dit lidu lam sang trén thai ky dbi voi cetirizin, Cac nghién cuu trén dong vat khong chi ra
tac dong c6 hai truc tiép hoic gidn tiép vé thai ky, sw phat trién cta phéi thai/thai nhi, sur sinh sin
hodc sy phat trién sau sinh. Cén than trong khi k& don cho phu nit mang thai.

Phu nir cho con bi:

Cetirizin dwoc bai tiét vao sita me & nong do 25% dén 90% lugng do dugc trong huyét tong, ty
thudc vao théi gian 14y mAu sau khi ding. Cin thén trong khi ké don & phu nit cho con bu.

8. Anh hwéng cia thuoc 1én kha ning lai xe, van hanh may moc:

Khéng anh hudng dén kha nang lai xe, thoi gian tiém glac ngu (sleep latency) va hiu sudt day
chuyén 1ap rdp & liu khuyén céo 1a 10 mg. Tuy nhién, bénh nhan bi budn ngt khong nén l4i xe,
tham gia vao cac hoat dong nguy | hiém tiém tang hodc van hanh mdy moc. Bénh nhén khéng nén
vuot qué liéu khuyén cdo va nén can xem dap (mg cua b¢nh nhén ddi véi thude.

O nhitng bénh nhan nhay cam, sir dung thude ddng thai véi ruou hodic cac thude e ché than kinh
trung wong khac c6 thé lam giam sy tinh t40 va suy giam ning sudt 1am viéc.

9. Twong tic, twong Ky ciia thude:

Twong tdc:

Theo hd so dugc dong hoc, duge lyc hoe va kha ning dung nap cua cetirizin, khong quan sat thiy
tuong tic nao voi thude khang histamin nay. Trén thuc té, khang co bao cao nao v¢ ca hai loai
tuong tac duge dong hoc va dige dong hoc trong cic nghién ctru vé tuong tac giita thudc - thubc
dugc thue hién, dang chi ¥ 1a v&i pseudoephedrin hodc theophyllin (400 mg/ngay).

Mirc @ hép thu ciia cetirizin khong giam khi dung chung thirc dn, mgc du toc dd hap thu giam.

0 nhitng bénh nhén nhay cam, viéc sir dung ddng thoi rwou hodc thube e ché thdn kinh trung
wong khic c¢é thé lam gidm sy tinh téo va suy gidm kha ning 1am viéc.

Thitc 4n khéng 1am gidm mitc @ hép thu cta cetirizin mic di lam chim toe do hip thu.

Twong ky:
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Do khong ¢6 céc nghién ciru vé tinh twong ky cia thube, khdng trén 14n thude nay voi cée thude
khac.

10. Tac dl_mg khong mong mubn cia thude:
a) Tém tit hé so an todn

Cac nghlen ctru ldm sang da chi ra rang cetirizin & liéu khuyén céo chi giy mét sé tac dung khéng
mong mudn khong déng ké 1én hé than kinh trung uong nhw budn ngl, mét moi, chéng mat va dau
déu. Trong mét sb trudng hop, kich thich ngugc hé than kinh trung uong da dwoc bao céo.

Mic du cetirizin 13 m6t chét d8i khang chon loc thu thc H1 ngoai vi va tuong doi khoéng cé hoat
tinh khang cholinergic, nhung da c6 bao céo vé mét s6 trudmg hop riéng biét gip kho khin trong
viéc tiéu tién, rdi loan cheu tiét mét va kho miéng.

Ciing d3 c6 bao céo vé cic truong hop chirc ning gan bat thuémg nhu men gan ting cao kém theo
tang bilirubin, tuy nhién hau hét tinh trang ndy s& hoi phuc sau khi ngung dung cetirizin.

Céac thir nghiém lam sang '

Céc thir nghi¢m mu doi ¢6 kiém sot so sanh cetmzm v6i gia duge hodc cac thudc khang histamin
khéc véi lidu khuyén cdo (liéu 10 mg cetirizin mdi ngay) bao gom Hom 3200 déi tuong sir dung
cetirizin.

Tir d6, cac tac dung khong mong mudn sau day @i dugc bo cdo dbi vai lidu cetirizin 10 mg trong
c4c thir nghiém ddi ching vm gia duoc vai ty 1€ 1,0% hodc cao hon.

T4c dung khéng mong mudn Cetirizin 10 mg Gid dwoe
(WHO-ART) (n=3260) (n=3061)
Réi loan toan than va tai chd |

Mét moi 1,63% 0,95%

Réi loan thin kinh frung wong va

ngoai vi

Chéng mat 1.10% ; 0,98%
Nhirc déu 7.42% 8.07%
Réi loan da day — rudt

Dau bung 0,98% : 1,08%
Khé miéng 2,09% 0,82%
Budn nén 1,07% 1.14%
R&i loan tAm than

Buon nga 9,63% 5,00%
Réi loan ho hip. nguc va trung that

Viém hong 1,29% 1,34%

Mic du vé mit thong ké cho thiy tinh trang budn ngu xdy ra pho bién hon so véi dung gia duge
nhung chi trén mirc d§ nhe dén trung binh trong phén lén cac truong hop. Cac nghién ciru khéc da
chu‘ng minh ring cac hoat dong hang ngiy thong thuong khéng bi anh huéng khi dang & liéu
khuyén céo hang ngdy & nhiing tinh nguyén vién tré¢ khoe manh

Tré em

Céc tac dung khéng mong muon & tré tir 6 thang — 12 tudi voi ty 1¢ tir 1% hodc cao hon trong
nghién ciru lam sang dbi chimg véi gia dugc nhur sau:

Téac dung khéng mong muon Cetirizin 10 mg Gia dwoe
(WHO-ART) (n=1656) (n=1294)
Réi | ay —rudt

o | e
Réi loan tdm than

Budn ngu 1.8% 1,4%
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T T : -
%Oj loan~l£10 hap, nguc va trung that 1,4% 1.1%
iém miii
A 5 A ~ . -1
R.C:] loa'r% toan thin va tai cho 1.0% 0.3%
Met moi

b) Béang liét ké cac tac dung khéng mong muobn

Ngoai cac tac dung khéng mong mudn duge bdo cdo trong cac nghién ciru & trén, céc tac dung
khéng mong mudn sau day duoc bo cdo sau khi dua thuoc ra thi truong dugce liét ké trong bang
sau ddy theo hé co quan. Thn sudt duoc xac dinh nhw sau rat thudng gap (> 1/10), thudng gip (=
1/100 dén <1/10), it gap (> 1/1,000 dén <1/100), hiém gap (= 1710,000 dén < 1/1,000 ), rat hiém
gdp (<1/10,000) va khéng 15 (khong thé wdc tinh duge tir di liéu ¢6 sén).

Roi logn mau va hé bach huyer

RAt hiém gip: giam tiéu cau

Réi loan hé mién dich:

Hiém gap: qua mén

Rét hiém gap: sbc phan vé

Khong 15: co that phé quan, di img 4nh sing
Réi logn chuyén hod va dinh dudng:

Khong r6: tang cam giac them &n

Ro: logn tam than:

ft gap: kich dong

Hiém gédp: hung hang, 14n 16n, trdm cam, a0 gidc, mét ngi

RAt hiém gap: rdi loan tics (tit méy gidt cac co)
Khong ro: ¢6 y dinh tu tir

R&i loan than kinh

ft gap: di cam

Hiém gap: co gidl, 101 loan vén dong

Rét hiém gip: n gat, ching khé doc, run, loan truong luc, roi loan van dong

Khong r3: mat tri nho, suy giam trf nhé
Réi loan mat

Rét hiém gap: rdi loan diéu tiét mét, nhin m&, van nhan

Khéng r&: dau mét

Réi logn tai va mé nhi
Khoéng rd: chong mét

Réi loan tim

Hiém gp: nhip tim nhanh
Réi loan da day rudt

ft giip: tiéu chay

Réi logn gan mdt:

Hiém gip: chirc ﬂéng gan bt thudng (ting transaminase, alkalin, phosphatase, gamma-GT va

bilirubin)

Réi loan da va mé dudi da

It gép: ngira

Hi’ém gap: mé day

Rat hiém gip: phi mach, ban d6 nhiém sic cb dinh
Réi loan than va tiét niéu

Rit hiém gap: kho tiéu, d4i dAm
Khéng rd: bi tiéu

Réi logn hé Sinh san va nguc
Khong r6: roi loan cuong duong
Réi loan toan thdn va tai ché

it gap: suy nhuoc, mét méi
Hiém giip: phu
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Xét nghiém

Hiém giip: tang cén

MG ta cac tac dung khdng mong muédn chon loc

Sau khi ngung ding cetirizin, da c6 bao cdo ¢6 dau higu ngira va mé day.

Bao cédo vé cac tac dung khéng mong mubdn ng;]_m ngo

Viée béo cao vé céc tac dung khéng mong muon nghi ngo khi sir dung thude 12 quan trong. N6 cho
phép tie ép tuc theo doi su can bang loi ich/mii ro cua thude. Cac chuyén gia cham sdc sitc khoe duge
yéu cdu bao cdo khi nghi ngd c6 bat ky tac dung khong mong mudn nao.

11. Qud lidu va cach Xy tri;

Triéu chirng

Céc triéu ching qua lidu cetirizin thuodmg lién quan dén than kinh trung wong hay cac tic dung
khang cholinergic.

Céc triéu chimg da béo cdo sau khi ding gép 5 14n lidu khuycn cao bao gom 14n 16n, tiéu chay,
chong mat, mét moi, dau dau kho chiu, suy nhuge co thé, ngita ngdy, budn ngi, mo mang, nhip
tim nhanh, run rdy va bi tiéu.

X tri

Khéng co thudc giai doc déac hiu voi cetirizin.

Néu qua lidu xay ra, khuyén cao didu tri tridu chimg hodc céc bién phap ho tro. Né €n xem xét rira da
day ncu bénh nhan chi vira ubng qua lidu. Ngoai ra, ¢ thé dimg than hoat tinh néu udng cetirizin
trong vong 1 gid.

Cetirizin khong duogc loai bo hidu qué béng loe mau.

12. Quy edch déng goi: Hop 10 vi x 10 vién.

13. Diéu kién bio quin, han ding, tiéu chuin chit lrgng thude:
Bio quén: Khéng qua 30 °C. Tranh anh sang.

Han dung: 36 lhang ké tir ngay sén XUuat.

Tiéu chuin chit hrong ciia thudc: BP

14. Tén, dia chi co s& san xuét thude:

XL LABORATORIES PRIVATE LIMITED i
E-1223, Phase I Extn. (Ghatal), RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, An Dé.
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