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Vién nén Cetirizine Dihydrochloride

R Prescription Drug Méi vién baa phim chira:
Cetirizine Dihydrochloride BP 10 mg
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R Thuéc ban theo don

MEVLICET

Vién nén Cetirizine Dihydrochloride

116 x49 x 47 mm

Hép 10 vi x 10 vién

Mfg. Lic. No. : DD/220
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BLA 2D

Vién nén MEDLICET
(Vién nén cetirizine dihydrrochloride 10 mg)
Huéng din siv dung thudce

Poc ky huréng din sir dung truée khi dung. Néu cin thém thdng tin, xin héi y kién béc si. Chi
duge dung theo don ké cua béc sy.

Nhom diéu tri:

Thudc khang histamin thé hé 2 c6 tic dung ddi khang chon loc trén thu thé H,.

Thanh phin:

Ma&i vién nén bao phim chira 10 mg cetirizine dihydrochloride BP.

Ta duogc: calci dibasic phosphat (BP), bot ngd (BP), natri benzoat (BP), magnesi stearat (BP),
Opady OY-IN-tring.

Dugc dong hoc:

Uong vién nén cetirizine hip thu nhanh qua ong tiéu hoa. Thirc an khong c6 anh hudng tdi pham vi
hap thu cia cetirizine. Cetirizine chuyén hoa yéu qua phan img O-khir alkyl dé cho chét chuyén hoa
con rat it tac dung khéng histamin. Cetirizine ¢6 dong hoc luyen tinh & khoang liéu 5-60 mg. Thoi
gian bén thai cudi ciing 12 8,3 + 1,8 gid, d6 thanh loc khi udng 1a 54 + 13 mL/pht va thé tich phén
bd biéu kién Vd 12 0,50 + 0,08 lit/kg. Cetirizine két hop 93 + 0,3 % véo protein- huyét tong.

Duwgc Iue hoc:

Cetirizine 12 chét chuyén ho4 cta hydroxyzine & ngudi, la thudc khang histamin; tac dung chi yéu
cua thude la qua trung gian (rc ché chon loc trén thu thé H; ngoai bién.

Vi lidu 5 mg va 10 mg, cetirizine (rc ché manh chd do da va phdng da do tiém histamin trong da.
Chi dinh:

1. Viém mii di itng theo mua:

Medlicet duge chi dinh dé lam thuyén giam céc triéu ching viém miii theo mua do di nguyén nhu
co phan hl.rong, phan hoa cia ¢, cdy. Céc tri¢u ching dugc diéu tri ¢6 hiéu qua gdm hét hoi, chay
nudc mili, nglra mii, ngua mit, chay nuéc mit va do mat.

2. Viém miii di ing quanh ndm:

Diing Medlicet dé diéu tri cac triéu chimg cua viém mii di img quanh ndm do céc téc nhan gdy di
tmg nhu: bui nha, long dong vat va nam méc. Cac tridu chimg dugc diéu tri c6 hiéu qua gdm: hét
hoi, chay nuée miii, ngira miii, ngira mit va chay nuéc mét.

3. May day man Imh

Dung Medlicet dé diéu tri may day tu phat man tinh.

4. Ngira:

Thudc 1am giam ro rét su xudt hién, do tram trong va su kéo dai cta céc tinh trang phat ban va lam
giam ngira ro rét.

5. Viém két mac di 1mg:

Thudc di dugce ching minh 14 1am giam triéu chimg cua viém két mac di img.

Liéu dung:

Liéu Medlicet khuyén cdo ban diu 12 mdi ngay 5 hodc 10mg & ngudi 16n va tre em trén 12 tudi, tuy
theo d6 nghiém trong cua triu chimg. Hau hét cac bénh nhén trong céc thir nghiém lam sang bit
dau vdi liéu 10 mg. Medlicet duoc sir dung véi liéu duy nhét trong ngay, khong lién quan t6i bira
an. Thoi gian sir dung thay ddi tuy theo trang thai bénh li ciia timg bénh nhan.

Véi bénh nhan suy chirc nang than (do thanh loc creatinine 11-31mL/phit), bénh nhén thdm tich
loc mau (d9 thanh loc creatinine dudi 7mL/phit) va bénh nhan suy gan, nén dung liéu duy nhéat
mdi ngay Smg.

Tré em tir 2-6 tudi: mdi ngay ding Smg, udng mét 14n; hoic chia lam 2 1an, mbi lin 2,5mg.

Tré em tir 6-12 tudi: mdi ngay ding 10mg, ubng mét lan; hoic chia lam 2 1an, mi l3n Smg. .
Chéng chi dinh: -~
Chéng chi dinh cetirizine cho cac bénh nhan bi dj tmg v&i chinh cetirizine hoic vai hydroxyzine.

Téc dung khéng mong mudn: E
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Hiu hét cac phan tng c6 hai do Medlicet déu & mirc dd nhe hojc trung binh. Tac dung ngoai y
thuong gap la ngit ga, mét moi, khé miéng, viém hong, chéng mit.

Théng bio véi bac si vé nhirng tic dung khong mong muén khi sir dung thude.

Sir dung trong thoi ky mang thai va thdi ky cho con by

Nhiing dir liéu thu thdp dugc cho thay thudc khéng cé lién quan tdi su ting nguy co sinh quai thai
va do d6 v&i phu nir mang thai ma khéng dung nap dugc cac thude khang histamin thé hé 1, thi c6
thé can nhic dung cetirizine.

Thoi ki cho con bui: Cetirizine duge bai tiét vao sita me, ngudi me khong nén ding Medlicet trong
thoi ki cho con bu.

Anh huéng dén kha ning li xe va vin hanh miy méc:

Nhitng hoat dong doi hdi su tinh tao: trong cdc thir nghiém lam sang, mdt s6 bénh nhan ding
cetirizine c¢6 ddu hiéu budn ngi. Vi vy, can than trong khi lai xe hodc khi van hanh cac loai may
méc c6 thé gay nguy | hiém.

Nén tranh sir dung dong thai Medlicet v&i rrgu hodic cac chét ire ché than kinh trung uong khéc vi
s& 1am giam sy tinh tdo déng thoi tac dung irc ché than kinh trung wong c6 thé tang lén.

Cinh bao: )

Khéng nén ding thudc nay cho tré em dudi 2 nim tudi, vi chua cé cac nghién ciru day da vé do an
toan cho lira tudi nay.

Nén tranh sir dung ddng thoi Medlicet véi rugu hodc céc chét trc ché than kinh trung wong khéc vi
s€ lam giam su tinh tdo déng thoi tac dung tc ché than kinh trung uong co thé tang 1én.

Lam dung va 1& thudc thude:

Chua c6 thong tin vé lam dung hay [¢€ thuge thudc Medlicet.

Qua liéu

Viée str dung qué liéu da duoc bio céo véi Cetirizine. D6i vai bénh nhén udng 150 mg Cetirizine s&
cam thay budn ngi nhung khong ¢o cac bleu hién lam sang nao khac hay hoat dong ciia méu khong
binh thuong. Khi dung thudc qué lidu cin tinh dén cac bién phap diéu tri vé tiéu hoa. Chua duoc
biét ¢6 thude giai doc cu thé cho Cetirizine. Thim tach mau khong dua Cetirizine ra ngoai mét cach
hi¢u qua va viéc tham tach nay ciing khong c¢6 hiéu qua néu cac chét dialyzable khong bi tiéu hoa
ddng thoi hét.

Bido quin:

Béo quan ¢ nhiét d6 khong qua 30°C, noi kho rdo. Pé thube ngoai tAm tay tré em.

Han dung: 36 thang. Khong ding | thudc da quéa han sir dung ghi trén bao bi.

Tiéu chuin chit lwgng: Tidu chuin nha san xuét.

Dang trinh bay: Hop 10 vi x 10 vién.

San xuét béi:

MEDLEY PHARMACEUTICALS LTD.

Plot No.18&19, Suvey No.378/7&8, 379/2&3, Zari Causeway Road, Kachigam, Daman 396 210,
India

Pé biét thém thong tin chi tiét, xin lién hé:
MEDLEY PHARMACEUTICALS LTD.
Medley House, D-2, M.1.D.C Area, Andheri (East),
Mumbai 400 093. 4n D$
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