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: I;\-é\'é‘ocetirizine dihydrochloride Tablets 5 mg
Vién nén bao phim levocetirizin dihydrochlorid 5 mg
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Levocetirizine dihydrochloride Tablets 5 mg

Compositions:
Each fim-coated tablal contains:
Levacetinzine dihydrochloride 5 mg

Thanh phin:
M&i vién rén bao phim chira:
Levocetinzne dinydrochionde 5 mg

Excipient: Q.5 Ta duege Virka dd
Indicati Dosaga & i i Chi djnh, lidu dung & cach st dyng,
indi and further infy i chéng chi djnh, thin trong va cac thang

Flease refer the package insert.
Store below 30°C

Specifications: Manufacturer

WARNING: KEEP AWAY FROM THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE,
Manufactured in India by:

EMCURE PHARMACEUTICALS LTD.

Plat No P-2, Phase-l, ITBT park, MIDC, Hinjwad
Pune-411057 Maharashtra state, India.

tin khac: Xem i hirdng din sirdung
Bao quan & nhigt a4 dudi 30°C
Tiéu chudn: Nna sdn xull

CANH BAC: BE XA TAM TAY TRE
BOC KY HUAING DAN SUF DUNG

SX tai An B bév
EMCURE PHARMACEUTICALS LTD.

Plot No P-2, Phase-l ITBT park. MIDC, Hinpwadi,

Pune-411057, Maharashira state, An 98

Each fim-coated ablet contars.

vcwiieing Ao parsition.
Lovacetifinne diydrochicride 5 mg ey g Each flen-coated tablat contains:
Excipent 0.5 Levocatinzing deyduehloncs 5 mg
ity atn o Mt nda by Ereiact: Ga.

EUTICALS LTD.
PMN:F-Z Prase-ll, ITHT park, MIDC, Hingwadi,
Pure-411057, Msharashtrs state. Inde

Ph!Nn P-Z, Prase-ll, ITHT park, wnc Hinwadl,
Pune-411057, Maharashiza state, Inda

Manufactured in India by
EMCURE

Piot Mo P-2. Phase-ll, ITBT park. HDC Hinpeadl,

" Pune-411057, Maharashtra state, India
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ELRIZ

(Levocetirizin Dihydrochlorid)

THANH PHAN

MJi vién nén bao phim chira:

Ducoc chat: Levocetirizin Dihydrochlorid............ 5 mg

Td duoc: Tinh bdt ngéd, Lactose monohydrat, cellulose vi tinh thé, Colloidal silicon dioxide, Magnesi stearat, Opadry
White.

Dwge lire hoe

Levocetirizin 12 mot ddng phan quang hoc ta trién cua Cetirizin va 1a mét thuoc khang histamin c6 tac dung thdng qua
viéc trc ché higu lyc, ¢6 chon loc thu thé H1 ngoai bién. Céac nghién ctu gén két cho thdy levocetirizin ¢6 4i luc cao
véi thy thé H1 & nguoi (Ki = 3,2 nmol/l). Levocetirizin ¢6 ai luc cao gép 2 lan so véi cetirizin (Ki = 6,3 nmol/l).
Levocetirizin tach ra khoi thu thé HI véi thoi gian ban thai la 115 + 38 phit. Cac nghién ctru duge luc hoc & ngudi
tinh nguyén khde manh cho théy & ' liéu, levocetirizin c6 hoat tinh canh tranh véi cetirizin trén da va miii.

An toan va hiéu qua cuia levocetirizin dd dugc chimg minh qua nhiéu thir nghiém 1am sang, mu déi, kiém soat gia
dugc trén bénh nhan viém miii di (mg theo mia va quanh nam. Véi liéu S mg, levocetirizin ciing trc ché cc san dj
tmg do histamin tuong tur nhu cetirizin lidu 10 mg. Gidng nhu cetirizin, tic dung trén phan ting da do histamin gay ra
khong phu thudc vao nbng dd huyét tuong. ECGs khong cho thdy tic ddng lién quan cta levocetirizin trén khoang
QT.

Dwgc dong hoc
Levocetirizin dugc hip thu nhanh sau khi uong Thudc ¢6 tac dung trong khoang 1 gio. Néng d¢ dinh trong huyét

tuong vao khoang 28 - 50 ng/ml sau khi udng lidu 5 mg. Sinh kha dung dudng udng cua levocetirizin 12 97,03%. Ty 1& J.-m....
gén két toan phan vdi protein huyet tuong 14 95%. Theé tich phan bd 1a 0,3 L/kg. it nhét 13 chit chuyén héa dugc tim 2©
thdy trong nuéc tiéu sau khi uong levocetirizin lieu 5 mg. Con duong chuyen hoa cua ]evoceyrlzm la oxi héa “s:?‘“aq
(hydroxyl hoa, su khur alkyl hod goc N va gbc O, sy oxy hoa gbc N), sur gin két véi gluc\aurin glutathione véi sy~ &
hinh thanh acid mercapturic va hau hét thai trir qua nudc tiéu. Do thanh thai trung binh cﬁn 1a 29ml/ph. D¢ thanh

thai toan phan trong co thé 14 0,6 ml/ph/kg. Nira doi ban thai khoang 7 gio.

Chi dinh:
- Viém mii di (mg theo mua.
- Viém miii di (mg quanh ndm.
- May day mén tinh khong rd nguyén nhén.

Liéu ding va cach dung:

Ngudi Ié6n va tré em trén 12 tudi: Liéu khoi ddu khuyén cdo 1a 5 mg ngay 1 lan.
Tré em 6 — 12 tudi: 5 mg ngay 1 lan.

Nén nuét nguyén vién thudc ciing vai nude, ¢6 thé udng trong hodc xa bira an.
Khéng khuyén cdo ding levocetirizin cho tré dudi 6 tudi.

Suy than: Nén diéu chinh lidu din

g va s6 lan diing thubc & bénh nhén suy chic ning than trung binh hodc ning.

Phén loai mirc d§ suy thin

Po thanh thai (ml/ph)

Liéu & sb lan ding

Binh thuong >80 ] vién mdi ngay
Nhe 50-79 1 vién mdi ngay
Trung binh 30 - 49 1 vié mdi 2 ngay
Nang <30 | vién mdi 3 ngay
Bénh than giai doan cubi —Bénh | <10 Chédng chi dinh

nhan dang loc thén

Bénh nhan suy gan: Khdng can diéu chinh liéu.




https://trungtamthuoc.com/

Chéng chi dinh:
Qua min trude d6 véi levocetirizin, cetirizin hodic hop chat hydroxyzin va bit ky thanh phan nao ctia thudc.

Céanh bdo dic biét va than trong khi dung:
Qua man trude dé véi cetirizin hodc hydroxyzin, suy thdn, suy gan, dung dong thoi véi cac thube e ché than kinh
trung wong; bénh nhan bi tiéu, tit nghén ¢ bang quang, hodc phi dai tuyén tién liét, glauco gbc déng.

Twong tic v&i cac thude khic va cdc dang twong tic khac:

Chua c6 nghién ctru no vé anh huéng cua thude véi cac thude khac. Tuy nhién, kha ning gdy budn ngi c6 thé xay ra
khi ding thudc véi rugu hodc cac thude chong tram cadm 3 vong nhu amitriptylin, cac thudc narcotics nhu morphin,
codein, benzodiazepin nhu diazepam, khang histamin nhu chlorpheniramin.

Phu nir ¢6 thai va cho con bi:

Anh huong cua thudc 1én phu nit ¢6 thai chua duge thiét 1ap. Nén dung thudc than trong trong thdi ky mang thai, va
chi khi loi ich mang lai cho ngudi me cao hon nguy co cé thé xay ra cho thai nhi.

Thudc di qua sita me. Nén dung thén trong trong thoi ky cho con bu va chi khi lgi ich mang lai cho ngudi me cao hon
nguy co ¢6 thé xay ra cho tré.

Anh huwong 1én kha niing lai xe va vin hanh may méc:

Cac thir nghiém 18m sang ¢6 so sanh khdng tim thdy bing chimg cho thdy levocetirizin & liéu khuyén cdo lam anh
huéng dén su tinh tédo, kha nang phan g hodc kha nang lai xe. Tuy nhién, mot vai bénh nhan cling c6 biéu hién bubn
ngu, mét moi, suy nhuoc khi ding levocetirizin. Do d6, bénh nhan ¢dn luu ¥ cac phan g khong mong mudn clia
thude khi dy dinh lai xe, lam cac cong viéc c6 thé gay hai hodc khi van hanh may moc.

Tac dung khéng mong muén:
Nhie dau, dau bung, khé miéng, mét moi, viém hong, budn ngt, yéu hodc suy nhuoc, dau nira dau.
Théong bdo cho bdc si nhitng tdic dung khéng mong muodn gdp phdai khi sir dung.

Qui liéu: 2 ; ,)
Triéu ching qua liéu bao gdm ngii g & ngudi lém, béi r0| bon chén, sau d6 la ngu gao trw’()ng c6 thube giai’

doc déc higu vdi levocetirizin. Trong trudng hop qua lidu, diéu tri triéu chitng va hd trg. Riadtle’day chi ap dung khi <~
vira dung thude trong thoi gian ngéin. Tham phan mau khong hiéu qua dé loai bo levocetirizin -

Han ding: 24 thang ké tir ngay san xuét.

Bio quan: Bio quan ¢ nhiét do duéi 30°C.

Quy cich dong goi: Hop 3 vi x 10 vién nén bao phim.
Tiéu chuan: Nha san xuat.

KHUYEN CAO

—  Dé thude tranh xa tim tay tré em.

—  Poc ki hwéng din sir dung trwée khi ding.
— Néu cin thém thong tin xin héi y kién béc si.

Nha san xuét:
Emcure Pharmaceuticals Ltciim

Plot No.P-2, Phase-II, ITBT park, MIDC, Hinjwadi, Pune-411057, Maharashtra state, An bo.
PHO CYC TRUONG

Mg Vit Sy
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