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Boc ky huang dan sif dung trudc khi dung.

Be thuoc tranh xa tam tay tre em

Khong duoc tiem
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Levocetirizin hydrochlorid ...2,5 mg/ 10 ml

PHENHALAL PHENHALAL
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Levocetirizin hydrochlorid ...2,5 mg/10 ml

Dung dich uéng
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IENHALAL

Levocetirizin hydrochlorid .25 mg/10ml

Dung dich uéng

Y. 45%
K: 0%
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Thanh phan
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Bao quan: |
Qui cach:

Poc ky khi dung
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PHENHALAL

Levocetirizin hydrochlorid ...2,5 mg/10 ml

Dung dich uéng

PHENHALAL

Composition

5, precautions,
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Levocetirizin hydrochlorid ...2,5 mg/10 ml

Indica C 5, precautions

Dung dich uéng
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PHENHALAL

4Ch uéng levocetirizin hydroclorid 2,5 mg/10 ml

Doc ky hwong din sie dung trude khi ding
Néu cin thém théong tin xin héi y kién bdc sy, diwoc sy.
[Tén thube] PHENHALAL
[Thanh phan]Mai éng (10 ml) ¢6 chura:
Hoat chat: Levocetirizin hydroclorid 2,5 mg.

Td diroe: Natri metabisulfit, sorbitol, acid acetic, natri acetat, natri benzoat, sucralose, huong dau,

nude tinh khiét.

[Dang bao ché]: Dung dich udng
[Puong dung]: Pudng udng
[Quy cach déng goi]

10 mlféng nhua, 5 dng nhua/vi

Hop 2 vi, 4 vi, 6 vi, 8 vi

_[Pic tinh dwge lue hoc|

[ evocetirizin thude nhom thube ddi khang chon loc thu thé H1 va khang histamin khéng co tac dung
an than. ) :

y . 7
[evocetirizin tac dung bang cach chen cac thu thé histamin. Levocetirizin khong ngan chan su giai
phong histamin tir cac té bao mast nhung ngan chan histamin gén v6i céc thu thé TH63 cua nd, do do
lam ngan chan su giai phdéng cac chit gay di ing khac va lam ting cung cip mau t6i khu vuc va lam
giam cdc trigu chimg dién hinh ctia cam mao.
[.evocetirizin cling dugce dung dé lam giam cac triéu chimg mé day tu phat man tinh, day la mdt bénh
ban ngira da man tinh, twong tu nhu mé day méan ngtta nhung khong c6 nguyén nhén rd rang. Han ché
tac dung cua histamin lam giam nhe ngira va phat ban.
Levocetirizin 1a mdt thude khang histamin khéng c6 tac dung an than do levocetirizin khong di vao
nio va vi vay khong gay budn ngu.
[Dic tinh duge dong hoc]
- Hép thu: Levocetirizin duoc hdp thu tot. O ngudi lén, ndng do dinh trong huyét twong dat dugce
sau khi udng thude 0,9 gio. Ty 1& thude tich liy 6n dinh 1a 1,12 dat dugc sau khi ubng 2 ngay.
Néng do thude t6i da sau khi uéng mot liéu don va 1 liéu nhic lai S mg mot lan mai ngay lan luot
la 270 ng/ml va 308 ng/ml. Thic an khong anh hudng té su phan bd thude nhung Tmax thi bi
cham lai khoang 1.25 gir va Cmax giam khoang 36% sau khi uéng thudc cung voi bita dn nhiéu

chat béo.




- Phan bé: Nghién ctu trén in vitro, levocetirizin gan két véi protein huyét twong khoang 91 -
92%. Thé tich phan b khoang 0.4 1/kg

- Chuyén hoa: Con dudng chuyén héa chinh 1a oxi hoa (dan chat hydroxyl héa, dan chit O-
dealkyl hoa, din chat N-oxy héa va dan chét N-dealkyl hoa), lién hgp véi acid glucuronic taurin
va glutathion, hinh thanh cac acid mercapturic.

- Thai trir: Levocetirizin duge bai tiét chu yéu qua nude tiéu khoang 85,4%, thai trir qua phan chi
khoang 12.9% liéu uéng. O bénh nhén suy than, dé thanh thai cua levocetirizin bi giam.

[Chi dinh]

- Levocetirizin duge chi dinh trong diéu tri viém mui di ung dai dang, viém mii di img theo
mua va may day tu phat man tinh.

[Li¢u lwong va cach dung|
-Ngudi Ién va tré em trén 12 tudi: Udng 2 éng (5 mg) mdi ngay.
- Tré em tir 6 dén 12 tudi: Uéng 1 6ng (2,5 mg) mdi ngay.

Cich diung: Levocetirizin ¢ thé duoc ding trong bira dn hodc sau bita an. Bé 6ng, udng truc
tiép dung dich thudc ¢6 trong 6ng hodc pha loing véi nude néu can.

() bénh nhan suy than, can diéu chinh lidu cho phu hop. Liéu ding & bénh nhén suy than phu
thudc vao do thanh thai creatinin. Liéu ding khuyén nghi & déi tuong nay c6 thé khac nhau ¢
timg qudc gia khac nhau. Liéu ding cho ngudi 16n va tré em 16n hon 12 tubi bi suy than &
Anh va My nhu sau: = Ey :

+ Bénh nhan ¢ do thanh thai creatinin tir 50 — 79 ml/phut: 5 mg méi ngay hodc 2,5 mg moi
ngay tily vao dap img ctia timg bénh nhan. W

+ Bénh nhan cé do thanh thai creatinin tir 30 — 49 ml/phit: Liéu dung dugc ubng cich ngay.
iéu trong ngay 1a S mg hodc 2,5 mg mdi ngay tiy vao dap Umg cua timg bénh nhan.

+ Bénh nhan c6 do thanh thai creatinin tir 10 — 29 ml/phit: 3 — 4 ngay dung thude 1 lan. Licu
trong ngay la S mg hoac 2,5 mg mdi ngay tly vao dap img cuia timg bénh nhén.

|Chéng chi dinh]

- Di ting véi thude c6 chira cac dan chét piperazin.
- Khong dap timg vai galactose do di truyén.

- Suy giam lactase lapp di truyén.

- Khong c6 kha nang hép thu glucose va galactose.

- Suy than n@ng (Bénh nhéan c6 d¢ thanh thai creatinin tir < 10 ml/phut hoac bénh nhén chay
than).

- Qua man vai levocetirizin, cetirizin hodc cac hydroxizin khac.




[Than trong]

- Phu ntr ¢6 thai va cho con bu.

- Tré em dudi 6 tudi.

[Tidc dung khéng mong muén|

Mot s6 tac dung phu cua thude nhu: Mét moi, kho miéng, dau dau c6 thé xay ra.

Hiém khi xay ra phan timg qua man bao gdm sdc phan vé va phét ban, hiém khi xay ra truong
hop nhip tim nhanh, danh tréng ngue, tim than hiéu dong, co giit, men gan ting, viém gan,
tang bilirubin. ..

Thong bdo ngay cho bdc sy hodc dwoc sy khi gap phdi cdc tic dung phu ciia thuéc.

[Twong tac thudc]

Dén nay chua cé nghién cttu cu thé nao vé su twong tac lam sang cua levocetirizin. Su tuong
tac thude nay duoc dua trén nghién ctru tuong tic thude cua cetirizin.

Nhiing nghién ciru vé cdc chét ddng phan racemic cetirizin cho thiy khong c6 tuong tac voi
pscudoephedrin, cimetidin, ketoconazol, erythromycin, azithromycin, glipizid). Nguoi ta
quan sat thiy co su giam nhe do thanh thai cetirizin (16%) trong nghién ciru ding da liéu
phdi hop véi phyllin (400 mg duy nhat mdi ngay). Trong khi d6 phyllin ¢6 khuynh hudng
khong bi anh huong boi thude kém theo cetirizin. Su hdp thu cta levocetirizin 1am kéo dai
thoi gian dat nong do dinh trong huyét twong nhung khong lam giam luong thube duoc hé‘E’
" thu. ’ T

I

O mot s6 bénh nhan nhay cam thi khi sir dung cetirizin hoic levocetirizin cung véi rugu hodc
céc thude tre ché than kinh trung wong thi c6 thé gay tac dung bat loi trén hé thong thén kinh

trung uong.
[Thoi ky mang thai va cho con bu]
Thoi ki mang thai:

Sur an toan cua levocetirizin trong thoi ki mang thai con chua duge ching minh, vi vay nén dugc
sit dung thén trong trong thoi ki mang thai, va chi nén stir dung khi da can nhac loi ich va nguy co.
Cin tham khéo v kién bac si khi str dung thude cho doi tuong nay.

Thoi ky cho con bu:

Levocetirizin duge bai tiét vao stta me, nén sur dung than trong & nhitng phu nit cho con bu chi
dung néu loi ich thu duge 1on hon bat ¢ nguy hiém ¢é thé nao doi vai tré b me, can hoi thém y
kién bac si khi str dung thuoe cho doi tugng nay.

[Anh huéng dén kha ning l4i xe va vin hanh may méc]

Do mot s6 hién twong nhu dau dau, mét moi co thé xay ra ¢ nguoi dung levocetirizin, do dé can

than trong khi 1ai xe va van hanh may maoc.
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[Qui lidu va xu tri]
Tri¢u chimg: Triéu chimg cta qua liéu c6 thé gdm ngi ga & ngudi Ion, ban dau la kich dong va
bon chon, sau do gay budn ngu & tré em.
Xt tri: Chua c6 thude giai doc dac hiéu ddi véi levocetirizin. Néu qua liéu xay ra thi cha yéu la
diéu trj triéu ching va diéu tri duy tri. Rua da day cé thé duoc can nhic néu khoang thoi gian qua
liéu ngfm.
[Bao quan|
Trong bao bi kin, tranh am. tranh anh sang, nhiét do dudi 30°C.
[Han dung)
24 thang ké tir ngay san xuat

PE THUOC TRANH XA TAM TAY TRE EM

Nha san xuat

Cong ty ¢6 phin duwge pham CPC1 Ha Nji

Cum c6ng nghiép Ha Binh Phuong, Xa Van Binh, Huyén Thuong Tin, Thanh phé Ha Né‘ifé’y
Viét Nam.

TUQ.CYC TRUONG
P.TRUONG PHONG
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