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/drug ién nén bao phim

CLANZEN

DE THUSC XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
THONG BAO NGAY CHO BAC SY HOAC DUGQC SY
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC: 1 vién nén bao phim

Thanh phén dudc chét: Levocetirizin dinydroclorid .........ccoooiviiiiiiiiiiiiiiiccee 5mg

Thanh phén ta dugc gém: Lactose, tinh bét mi, avicel M101 (microcrystallin cellulose),

arbocel M80 (powdered Cellulose), natri starch glycolat type A, povidon K30, magnesi

stearat, hydroxypropyl methylcellulose 2910, polyethylen glycol 6000, talc, titan dioxyd

.................................................. vliadl .....coooveeviiisieeeieiieeeeeeeeeeeeeeen... 1 VIEN N@N bao phim

DANG BAO CHE;: viénnen bac phim.

MO TA SAN PHAM: Vién nén bao phim mau trng, mét mat cé gach ngang, mét mét ¢é chi

KPC dugc dap tryc ti€p trén mat vién, canh va thanh vién lanh lan.

CHIi BINH: Levocetirizin dugc chi dinh diéu tri triéu chiing di kém trong cdc tinh trang di ting

nhu:

-Viém miidi iing theo maa

-Viém miiidj ing quanh nam

- May day man tinh.

CACH DUNG, LIEU DUNG:

- Thudc dung dudng udng, mét Ian duy nhittrong ngay.

- Liéu théng thudng cho ngudi I6n va tré em trén 6 tudi: 1 vién/ngay.

- Tré em dudi 6 tudi: khéng phu hop véi dang bao ché nay.

- Nguéi cao tudi: diu chinh liéu dugc khuyén cdo v6i tinh trang suy than muc dé trung binh
dén nang (xem phan suy than phia dudi)

- B&nh nhan suy than: can diéu chinh khoédng céch liéu tly theo chifc ndng than clia tling ca
nhan. Tham chiéu bang dudi day va diéu chinhliéu theo chidinh.

Nhom D% thanh thai creatinin (mi/phut) Lidu lugng
Binh thudng >80 1 vién mbi ngay
Nhe 50~ 79 1 vien m&i ngay
Trung binh 30-49 1 vién mbi 2 ngay
Nang < 30 1 vién mdi 3 ngay
Bénh than giai doan cudi- % .
bénh nhan thdm tach méu <y EIRGEEAah

- Bénh nhan suy gan: khoéng can diéu chinh liu véi bénh nhan chi ¢6 suy gan. Néu bénh
nhan viia suy gan viia suy than thi diéu chinh liéu theo mc dd suy than.

- Thdi gian diéu tri: viéc diéu tri phai dya trén bénh va tién sl clia bénh, c6 thé ding thude
ngay khi hét triéu chiing va st dung lai khi céc triéu chiing tai dién

- Khéng cé yéu clu dac bidt vé xU ly thudc sau khi sirdung.

CHONG CHi BINH:

- Qué man vdi levocetirizin, véi dan chét piperazin hoac véi bat ky thanh phdn nao clia té dudc.

- Bénh nhan suy th&n n&ng véi dd thanh thai creatinin < 10ml/phut

-Tré em 6-11 tudibi suy than. )

CANHBAO VA THAN TRONG KHI DUNG THUGC:

-Thuéc cé chita lactose nén b&nh nhan mac cac rdi loan di truyén hiém gap vé dung nap

galactose, chiing thi€u hut lactose Lapp hoac réi loan hép thu glucose-galactose khong nén

sl dung thudc nay.

- Thudc cé chuta tinh bot mi nén bénh nhan celiac, ngudi di Gng vdi lia mi (khac bénh celiac)

khéng nén ding thubc nay.

-Than trong khidung thudc ctng véi rugu.

- Levocetirizin dang bao ché vién nén bao phim khong thich hop cho tré em dudi 6 tudi

- Than trong khi s dung cho bénh nhan déng kinh va c6 nguy cd co giat.

SUDUNG CHO PHY NUCO THAI VA CHO CON BU:

- Phu nif ¢6 thai: chua co di liéu lam sang vé viéc dung levocetirizin cho phy nt mang thai
cho nén khéng ding khi co thai.

- Phu nir cho con bu: Cetirizin bai tiét qua siia me. Levocetirizin cling c6 thé bai tiét qua siia
me, vivay ngudicho con bi khéng nén dung.
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o’aﬂdmlgﬁna CUATHUGC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Céc nghién cliu Iam sang, so sanh da khang dinh levocetirizin khéng anh hudng dén kha
né&ng tinh tao tinh than, kha nang phan (ng va kha néng lai xe khi diing ché dé liéu khuyén
cao. Tuy nhién, mot s3 bénh nhan cé thé gap céc triéu chiing budn ngl, mét méi, suy nhugc
khidang diéu tri vc;ji levocetirizin. Dg g0, trudc khilaixe, van hanh may méc hay thuc hién cac
hoatdéng mao hiém, ngudibénh can theo ddi cac phah ting clia co thé véithudce.

TAC DUNG KHONG MONG MUON:

- Thudng gdp, ADR > 1/100:

Thén kinh: dau ddu, buén ngtl, chéng mét, mét mai.

H& hap: viém hong, viém mi; Tiéu héa: dau bung, budn nén, kho miéng.

- ltgdp, 1/1000 < ADR < 1/100:

Da: ngta, phat ban.

Tiéu héa: tiéu chay; Tam than: kich déng, khé chiu.

- Hiém gap, ADR < 1/1000:

Mién dich: qua man cam

Thén kinh: co gi&t, roi loan van dong, matngd, lo &u, kich déng.

Gan: tang transaminase, phosphatase kiém, y-GT va bilirubin

Da: may day; Khac: phu.

TUONG TAC, TUONG KY CUA THUOC:

- Chua ¢6 nghién cldu tucong tac thudc cla levocetirizin. Nhiing nghién clu véi hgp chéat
racemic cetirizin cho thdy khéng cé tudng tac bat Igi lién quan v& mit 1am sang vdi
pseudoephedrin, cimetidin, ketoconazol, erythromycin, azithromyein, glipizid va diazepam.
Giam nhe d6 thanh thai khi uéng cting vdi 400 mg theophylin

- 3 mot s8 bénh nhan nhay cam, viéc sl dung levocetirizin véi rugu hodc thudc Uc ché thdn
kinh trung uong khéc c6 thé cé tac dung trén hé than Kinh trung uong.

- Mtic dé hap thu clia levocetirizin khéng bi giam béi thiic an, mac di téc dé h&p thu giam.

Do khéng cé cac nghién cliu vé tinh tuong ky cla thudc, khong tron 1an thude nay véi cac
thudc khéac.

QUA LIEU VA XU TRi:

- Triéu chiing: nham |an, tiéu chay, chéng mét, nhiic dau, mét mai, kho chiu, ngira, bon chan,
budn ng(, buén ndn, ngli ga, nhip tim nhanh, run va bitiéu.

- XU trf qua liéu: chua c6 thudc gidi doc dac hiéu déi véi levocetirizin. Néu x4y ra qué liéu diéu
trj tridu ching va diéu tri hd trg. Thdm tdch mau khong co hiéu qua trong viéc loai tru
levocetirizin )

THONG TIN VE DUGC LY, LAM SANG:

1.Péc tinh dugc luc hoc:

Levocetirizin la thudc khang histamin H1, 12 d8ng phéan clia cetirizin, ¢6 tac dung déi khang
manh va chon loc trén thu thé H1 & ngoai vi.

Cac nghién cliu cho thay levocetirizin cé ai luc cao d8i vdi thu thé H1 & ngudi (Ki = 3,2
nmol/l). Levocetirizin cé &i lyc gép 2 lan so vdi cetirizin (Ki = 6,3 nmol/l). Cac nghién cliu vé
dugc déng hoc & nhiing ngudi tinh nguyén khde manh da chdng minh rang nla liéu
levocetirizin ¢6 hoat tinh tugng duong vdi cetirizin, ca 6 da va trong mili.

2.Pactinh duge déng hoc:

Hap thu: Levocetirizin dugc hap thu nhanh chéng va rdng rai sau khi udng. Néng dé dinh
trong huyé&t tuong dat dugc 0.9 gié sau khi dung. Trang thai én dinh dat dugc sau hai ngay.
Néng d6 dinh thudng 12 270 ng / mlva 308 ng/ ml sau khi uéng 1 liéu don va lap lai 5 mg & liéu
k& tiép. Hap thu khong bi thay ddi bdi thuc phdm, nhung ndng dé dinh giam.

Phéan bé: khong c6 d liéu v& phan bé levocetirizin & ngudi, cling nhu thudc ¢ qua hang rao
mau nao hay khong. O chudt nhét va ché, phan bé chi yéu & gan, than, it nhat & than kinh
trung uong. TV 16 gan két vdi protein huyéttuong 1a 90%, thé tich phan b6 0,41/kg.

Chuyén héa: Mic do trao ddi chét thap, it han 14% médi liéu, khéng cé kha nang Uc ché
chuyén héa, va sy tuang tac vdi cac thube khac la rat thap.

Thai trir: thai gian ban thai & ngudi 16n 1a 7,9 = 1,9 gid. Thai trif chd yéu qua nudc tidu 84,5%
vaquaphan12,9%

QUY CACHDONG GOI: Hép 01 vix 10 vién nén bao phim, Hop 5 vix 10 vién nén bao phim,
Hop 10 vix 10 vién nén bao phim.

BAO QUAN -HAN DUNG:

Bao quan: Dudi 30°C, ndi kho réo, tranh anh sang.

Han dung : 36 thang k& tif ngay san xuat.

Tiéuchudn:TCCS

San xuat tai: ‘ )
CONG TY CO PHAN DUGC PHAM KHANH HOA

WHO-GMP  DudGng 2/4, P.Vinh Hoa, TP. Nha Trang, Tinh Khanh Hoa




