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ALESOF

Céc dau hiéu luu y véuyen cido:
Doc ky huong dan sir dung trude khi ding.

Dé xa tam tay tré em.
Théng bao ngay cho bdc sy hodc duge sy nhitng téc dung khong mong mudn gdp phai khi sir
dung thuée.

1. Thanh phan cong thirc thuoc:

Méi chai 60ml chira:

Thanh phén hoat chat: cetirizin hydroclorid 1 mg/ml (twong tmg 0,1% kl/tt)

Thanh phin ta dwoc: dung dich sorbitol 70%, dudng tinh luyén, glucose long, natri metyl
paraben, natri propyl paraben, natri benzoat, natri EDTA, thiourea, acid citric monohydrat, col.
Sunset Yellow (Supra), Essence Sweet Orange, nude tinh khiét,

2. Dang bao ché: )
Dang bao che: dung dich uong '
MG ta dic diém thude: dung dich mau cam, trong subt.

3. Chidinh:

biéu tr] viém miii 14u nidm, viém mii di img theo miia va chimg miy day man tinh khéng 1o
nguyén nhan ¢ nguoi 16m va tré em tir 6 tudi tré 1én, diéu tri viem miii di ung theo mua & tré em tir
2 -5 tudi.

4. Liéu ding - Cach dung:

Liéu dung:

Ngudi 16m va tré em tir 6 tudi tré 1én: 10 mg mdi ngdy.

Ngudi [6n va tré em tir 12 tudi tré 1én: 10 ml mot 1in méi ngay.
Tré em tir 6 — 11 tudi: 5 ml x 2 lAn/ngay hodic 10 ml x 1 1an/ngay.

Tré em tir 2 — 5 tudi: 5 mg mdi ngly

5 ml x 1 lan/ngay hodc 2,5 ml x 2 lan/ngay

Hién tai chua c6 diy du dit liéu 1am sang khuyén céo st dung cetirizin & tré em dudi 2 tudi.

Ngudi cao tudi: khong cé dir lidu khuyén céo cin phai giam liéu ¢ ngudi cao tudi ¢6 chire ning
than binh thuong.

D4i véi bénh nhén suy than tir trung binh dén nang: khong c6 di lidu ghi nhan ty 18 hiéu qud/an
toan & bénh nhan suy than. Vi cetirizin chii yéu dwoc dao thai qua thdn, trong trudmg hop khong thé
sir dung phuong phép diéu trj thay thé, phai ca thé hoa khoang cach giita cdc lidu theo chirc ning
than. Tham khéo bang sau dé didu chinh lidu. Khi sir dung bang nay, can c6 gia tri do thanh thai
creatinin uc tinh ciia bénh nhan (CLer) tinh bing ml/phut.

Diéu chinh lidu cho bénh nhan suy than

Phan loai CLcr (ml/phit) Li¢u Irgng
Binh thudng >80 10 mg x 1 lan/ngay
Nhe 50-79 10 mg x 1 lan/ngay
Trung binh 30-49 5 mg x 1 lan/ngay
Ning <30 5mgx 1 lan mdi 2 ngay
Suy than giai doan cudi — bénh <10 2% 'jj:?ﬁ}é-_j 'ghéng chi dinli
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O nhitng bénh nhan tré em bi suy than, didu chinh lidu dya trén dé thanh thai than, tudi va trong
luong co thé ciia bénh nhén.

Bénh nhan suy gan: khong cén diéu chinh lidu & bénh nhan suy gan,

Bénh nhan suy gan va thén: khuyén céo diéu chinh lidu.

Cach dung:

Chi dung dudng ubng.

5. Chéng chi dinh:

Chéng chi dinh & nhitng bénh nhan qué man cam v&i cetirizin va bat ky thanh phn nao cia thube,
hydroxyzin hodc bét ky dan xuét piperazin nio.

Chédng chi dinh & nhitng bénh nhéan suy than ning v&i do thanh thai creatinin dudi 10 ml/phut.

6. Cinh bdo va thin trong khi ding thudc:

Viéc diéu chinh lidu 1a cin thiét & bénh nhén suy than vira hoic ning.

Cén thn trong & nhiing bénh nhan c6 yéu t gay bi tiéu (vi du nhw tn thuong tiy séng, phi dai
tuyén tién liét) vi cetirizin ¢6 thé lam ting nguy co bi tiéu.

Théan trong & bénh nhan dong kinh va bénh nhéan c6 nguy co co giit.

San phdm nay c6 chira natri methyl paraben va natri propyl paraben va c6 thé gay di ing.

Bénh nhan c6 vén dé di truyén hiém gdp khéng dung nap fructose khong nén ding san pham nay vi
no c¢o chira sorbitol 1ong (E420).

D4i véi nhitng bénh nhan c6 triéu ching kéo dai, nén tham khdo ¥ kién bac st hodic duge si,

O lidu didu tri, khéng c6 tuong téc lam sang nao gitta thude va rugu (ndng do cdn trong méu 1a 0,5
g/1). Tuy nhién, can than trong néu uéng ruou ddng thoi véi thude.

Céc xét nghiém dj img da bj trc ché boi thude khang histamin do d6 cAn ngimg thude 3 ngy trude
khi thyre hién xét nghiém da.

Ngwra va/hodc ndi may day cé thé xay ra khi ngimg cetirizin, ngay ca khi nhimng triéu chimg d6
khéng xuét hién trude khi bat ddu diéu tri. Trong mdt sd trudng hop, cic triéu chimg c6 thé dit doi
va phai tai khoi dau viée diéu tri, Céc tri¢u chimg s& gidm di khi bét déu didu trj lai.

Treé em _

Do ta duoc trong cong thirc, khéng khuyén cao sir dung san phﬁm O tré em dudi 2 tudi.

7. Sir dung thude cho phu nit ¢ thai va cho con bi:

Phuy nir ¢6 thai:

Rat hiém dir liéu 1am sang trén thai ky d6i véi cetirizin, Cac nghién ciru trén ddng vét khong chi ra
tac dong ¢o hai truc tiép hoéc gian tiép vé thai ky, su phat trién cta phdi thai/thai nhi, su sinh san
hoéc su phat trién sau sinh. Can thén trong khi ké don cho phu nit mang thai.

Phu nit cho con bi:

Cetirizin dugc bai tict vao sita me¢ & ndng do 25% dén 90% luong do dwoc trong huyét tuong, tuy
thude vao thoi gian 1dy mau sau khi ding. Can than trong khi ké don & phu nir cho con b,

Kha ning sinh sdn

Chi c6 dit ligu han ché vé kha ning sinh san nhung khong cho thay bat ki su 1o ngai vé tinh an toan
clia thudc. Tir di lidu trén dong vt cho thdy khong anh hudng Ién kha ning sinh san ciia nguoi.

8. Anh hwing clia thuc 1én kha ning ldi xe, vin hanh may méc:
Khéng anh huéng dén kha ning lai xe, thoi gian tiém gidc ngu (sleep latency) va hiéu suat day
chuyén lip rép & lidu khuyén cdo 12 10 mg. Tuy nhién, bénh nhan bi budn ngi khong nén 14i xe,
tham gia vao céc hoat déng nguy hiém tiém tang hodc van hanh may moée. Bénh nhan khéng nén
vuot qua licu khuyén cdo va nén cin xem dép (mg ctia bénh nhan dbi véi thude. o

O nhitng bénh nhén nhay cam, st dung thudc déng thdi véi regu hodic cac thude e ché than kinh
trung wong khac cé thé lam giam su tinh tédo va suy gidm ning sut lam yigeowo » ¢
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9. Twong tic, twong ky cia thubc:

Twong tac:

Theo hé so duge dong hoc, duge lyc hoc va kha ning dung nap cia cetirizin, khéng quan sat thdy
tuong tic nao véi thuoe khéng histamin nay. Trén thyc té, khong c6 bdo cdo nao vé ca hai loai
tuong tic duge dong hoc va duge dong hoce trong cic nghién ciru vé tuong tac gitra thude - thudc
duge thue hién, dang chu y 12 v6i pseudoephedrin hodc theophyllin (400 mg/ngay).

Mirc d6 hap thu ciia cetirizin khong giam khi ding chung thirc &n, méc du toe do hép thu giam.

o) nhitng bénh nhin nhay cam, viéc sir dung d@)ng thei rugu hodc thude (re ché thdn kinh trung
uong khic c¢6 thé 1am giam sy tinh tdo va suy giam kha ning lam viéc mic du cetirizin khéng lam
tang tac dung clia rugu (nong do 0,5 g/l trong méu).

Twong ky;: ) ] g
Do khong cé cic nghién ciru vé tinh tuong ky, cua thude, khéng tron 1an thude nay véi céc thude
khée.

10. Tac dung khéng mong mudn ciia thude:

a) T6m tit hd so an toan

Céc nghién ctru lam sang da chi ra ring cetirizin & liéu khuyén céo chi gdy mot sb tac dung khong
mong mudn khong déng ké 1én hé than kinh trung wong nhu budn ngi, mét méi, chong mat va dau
dau. Trong mdt sb trurong hop, kich thich nguoc hé than kinh trung vong da dugc béo cdo.

Mic du cetirizin 12 mdt chét ddi khang chon loc thu thé H1 ngoai vi va tuong doi khong co6 hoat
tinh khéng cholinergic, nhung da c6 bao cdo vé mdt sb truong hop riéng biét gap khé khin trong
viée tiéu tién, rbi loan diéu tidt mét va kho miéng, Nhom bénh nhén nay c6 thé chia lidu hang ngay
thanh nhiéu 1an, tic 1a diing 5 mg vio budi sang va 5 mg vao budi tbi.

Ciing da c6 béo cdo vé cic truomg hop chire niing gan bat thuong nhu men gan ting cao kém theo
ting bilirubin, tuy nhién hau hét tinh trang nay s& hoi phuc sau khi ngung dung cetirizin.

Céc thtr nghiém [am sang

Cac thir nghiém mu doi c6 kiém sodt so sanh cetirizin véi gia duge hodc cac thude khang histamin
khac véi lieu khuyén cdo (liéu 10 mg cetirizin mdi ngdy) bao gom hon 3200 déi tuong sir dung
cetirizin.

Tir d6, cac tac dung khong mong mudn sau day di duogc bio céo dbi véi lidu cetirizin 10 mg trong
cac thur nghiém d6i chimg véi gia duge véi ty 1é 1,0% hodc cao hon.

Tac dung khéng mong mudn Cetirizin 10 mg Gia dwoe
(WHO-ART) (n=3260) (n=3061)
Roi loan toan than va tai chd

Mét moi 1,63% 0,95%

Roi loan thin kinh trung wong va

ngoai vi
Chéng mat 1,10% 0,98%
Nhtre dau 7,42% 8,07%

RAi loan da day — rudt

f——i:

Dau bung 0,98% 1,08% T
Kho miéng 2,09% 082% P N
Budn nén 1,07% 1,14% O/ | 2\
R&i loan tam than | THDIA
Budn ngt 9,63% 5,00%

Rdi loan hd hip. nguc va trung that :

Viém hong 1,29% 1,34%

Mic di vé mat thong ké cho thdy tinh trang budn ngu xay ra phd bién hon so v&i ding gia duge
nhung chi trén mirc d nhe dén trung binh trong phan 16n cdc trudng hop. Cac nghién ctru khic da
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chig minh rang céc hoat dong hang ngay thong thudmg khong bi anh huong khi ding & liéu
khuyén céo hang ngay ¢ nhitng tinh nguyén vién tré khoe manh

Tré em

Céc tac dung khong mong mudn & tré tir 6 thdng — 12 tudi véi ty 1é tir 1% hodc cao hon trong
nghién ciru 1am sing ddi chimg véi gia dugc nhu sau:

Téc dung khong mong mudn Cetirizin 10 mg Gia dwrge
(WHO-ART) (n=1656) (n=1294)
R6i loan da day — rudt
A 1,0% 0.6%
Roi loan tam than
Butn ngu 1,8% 1,4%
R(.): loan~h0 hap, nguce va trung that 1.4% 1.1%
Viém mii

ar N ~ . n z
RCLI qug toan théin va tai cho 1,0% 0.3%
Meét moi

b) Bang liét ké cdc tic dung khong mong mudn

Ngoai céc tac dung khéng mong mudn duge bio cio trong cac nghién clru ¢ trén, cdc tic dung
khéng mong mudn sau diy dwoc bao cdo sau khi dua thude ra thi trudng dugc liét ké trong bang
sau day theo hé co quan. Tan suét duge xac dinh nhu sau rat thuong gép (= 1/10), thuong gip (>
17100 dén <1/10), it gip (> 1/1,000 dén <1/100), hiém gap (> 1/10,000 dén < 1/1,000 ), rét hiém
gdp (<1/10,000) va khéng rd (khong thé ude tinh duge tir dit lidu 6 san).

Ré6i loan mau va hé bach huyét:

Rét hiém gap: giam tidu cu

Khong rd: thiéu méu tan huyét

Réi loan hé mién dich:

Hiém giip: qu mén

Rét hiém géip: soc phan vé

Khéng rd: co that phé quan, di tmg 4nh séng

Réi loan chuyén hod va dinh dudng:

Khong rd: ting cam gidc thém an

Roi loan tam than:

it gap: kich dong

Hiém giip: hung hang, 1dn 1on, trm cam, 4o gide, mét ng

Rat hiém gip: roi loan tics (tat may giat céc co)

Khéng rd: ¢6 y dinh tu tir

Réi loan than kinh

it gap: di cam

Hiém gap: co gidt, rbi loan vén dong )

Rat hiém gip: ngét, chimg kho doc, run, loan truong luc, 10i loan vén dong

Khéng ré: mét tri nhd, suy giam tri nhé

Roi loan mit

Rat hiém gap: réi loan diéu tiét mét, nhin md, van nhan /'%:\Q_'S-;A: i
Réi loan tai: A “5’};}.,
Khong rd: chong mét (3 DIA <)
Roi logn tim AN )‘ /i
Hiém gép: nhip tim nhanh '-‘:,\__’_.3-,'- c _/@
Khéng rd: danh trong ngue _ N

Réi loan da day ruot

It gép: tiéu chay

Khéng r6: nén, tao bon
a/s
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Réi loan gan mdt:

Hiém gip: chirc nén g gan bat thuong (ting transaminase, alkalin, phosphatase, gamma-GT va
bilirubin)

Réi loan da va mé dudi da

t gép: ngira

Hiém gap: mé day o

Rat hiém gép: phi mach, ban d6 nhiém sic cb dinh

Khéng ro: rung toc

Réi loan thén va tiét niéu

R4t hiém giip: khé tiéu, d4i ddm

Khéng 1&: bi tiéu

Réi logn toan thén va tai ché

ft gap: suy nhuge, mét moi

Hieém gép: phu

Xét nghiém

Hiém gip: tang can

M5 ta cac tac dung khéng mong mudn chon loc

Sau khi ngung dung cetirizin, da c6 bao cdo c6 d4u hiéu ngira va mé day.

Béo cdo vé cic tic dung khéng mong mudn nghi ngo

Viée bao céo vé cic tic dung khéng mong mudn nghi ngor khi sir dung thudc 1a quan trong. N6 cho
phép tiép tuc theo di sy cin b'?mg lgi ich/ri ro cta thude. Cac chuyén gia chdm séc sirc khoe duoc
yéu cdu bao cdo khi nghi ngdr ¢6 bét ky tac dung khong mong mudn nao.

11. Qua liéu va cich xir tri:

Triéu chirng i

Céc triéu ching qué liéu cetirizin thudng lién quan dén than kinh trung wong hay céc tac dung
khang cholinergic. )

Céc trigu chimg da bao céo sau khi diung gap 5 1an lidu khuyén cao bao gdm: 1in 16n, ticu chay,
chong mat, mét méi, dau dau, kho chiu, suy nhuge co thé, ngira ngdy, budn ngi, mo mang, nhip
tim nhanh, run réy va bi tiéu. '

Xir tri

Khong c6 thude giai doc dic higu VOi cetirizin.

Néu qua lidu xay ra, khuyen cdo di€u trj triéu ching hodc céc bién phép hd tro. Nén xem xét rira da
day néu bénh nhan chi vira ubng qua liéu. Ngoai ra, c6 thé dung than hoat tinh néu uéng cetirizin
trong vong 1 gio.

Cetirizin khong dugc loai bd hiéu qua bing loc mau.

12. Quy cich déng gbi: Hop | chai 60 ml, kém cde phan lidu

13. Diéu kién bio quiin, han diing, tiéu chuin chit lwgng thube:

Bdo quin: Bao quan dudi 30 °C. Trénh énh sang.

Han ding: 36 thang ké tir ngay san xuét. Sau khi mo nép, chi ding san pham trong vong 2 thang,
Tiéu chuin chit lwrgng ciia thudc: BP

14. Tén, dia chi co sé sin xuat thude:
XL LABORATORIES PRIVATE LIMITED )
E-1223, Phase I Extn. (Ghatal), RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, An Pé.




