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. Ry Thude nay chi ding theo don thude

HOLEKHA

Dé xa tdm tay tré em.

Doc ki huwong din sit dung trude khi ding.

Théng bdo ngay cho bdc sj hodc dwgc sy nhitng tic dung khong mong muon gap phai khi sit
dung thubc

THANH PHAN
Moi 1 ml dung dich chita:
Thanh phén hoat chat: Levodropropizin 6 mg

Thanh phan td duoe:

Methylparaben, Propylparapen, Sorbitol 70 %, Sucralose, Acid citric monohydrat, Natri citrat
dihydrat, nudre tinh khiét.

DANG BAO CHE

Dung dich ubng.

Mo t dang bao ché: Dung dich trong, khong mau, vi ngot.

CHI DINH

Didu tri triéu chimg ho, ho khan 1a két qué ciia sy tic nghén (viém phé quan) va bénh Iy co thit (viém
thanh quan, viém khi quan), ddng thi c6 thé do lién quan dén nhiém tring dudng ho hip.

CACH DUNG, LIEU DUNG

Liéu ding

Ngudi 16n va tré em trén 12 wdi: 60 mg/lan x 3 lan/ngay. Cac lidu cach nhau it nhit 6 giv. Viée diéu
tri nén duge tiép tuc cho dén khi con ho bién mét.

Tré em trén 2 twéi: 1-2mg/ kg x 3 1an/ ngay, tdng lidu 3-6mg/ kg moi ngay, ubng cdch nhau it nhat 6
gity mdi lan.

Khi dang didu tri: viée didu tri cin tiép tuc theo chi déin ciia thiy thude cho dén khi hét ho.

Tuy nhién, néu sau 14 ngay diéu trj khong hét ho hoic co cac triéu chimg khac can di kham ngay.
Ho 1a mot triéu chimg va cin diéu tri theo bénh 1y. '

Dung dich nay chi duoc sir dung trong 14 ngdy sau khi m& ndp & néu bdo quan & nhiét dd phong.
Cich dang:

Ding dudng udng.

CHONG CHI PINH

M3n cam véi hoat chéit hoic véi bat ky thanh phén no ciia thude.

Khéng udng Levodropropizin khi ting tiét dich phé quéan va giam chirc ning niém mac - tiém mao
(héi chimg Kartagener hay loan vin dong 16ng mi) va voi nhitng bénh nhén suy chirc nédng gan

nghiém trong.
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Khéng ding Levodropropizin trong thoi ky ¢6 thai va cho con bi. Khong ding cho tré em dudi 2
tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Levodropropizin khéng duge sir dung kéo dai. Sau khi didu tri mot thoi gian ngan ma khong cé két
qua thi cAn dén gap bac sT. Bénh nhén cén dugc thong tin canh bdo kha nang xdy ra tic dung khong
mong mudn. D§ an toan cho tré dudi 2 tudi chura duge nghién ciu.

Cén nhéc gitra nguy co rii ro va lgi ich v6i bénh nhén suy giam chirc nang thén nang (CICr <
35ml/phut).

Methy! paraben va propyl paraben chira trong san pham c6 thé gdy ra phan émg di {mg.

SU' DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU

Phu ni¥ ¢6 thai: Levodropropizin qua dugc hang rao nhau thai va da dugc chimg minh la c6 tac dung
¢6 hai trén thai nhi, do d6 khong duge sir dung thude & phy nir 6 thai.

Phu ni¥ cho con bii: Levodropropizin dugc bai tiét trong sita me. Do d6 khong sir dung thuée & phy
nit dang cho con b.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 bo cdo vé anh hudng cla thube trén kha ning l4i xe va vin hanh may méc, nhung
Levodropropizine ¢ thé gly téc dung khong mong xudn 1a budn ngu, do do cdn thén trong khi lai
xe hofic van hanh may moc.

TUONG TAC CUA THUOC

Cac nghién ciru duge ly trén dong vét cho thdy Levodropropizin khéng lam ting cudng tac dung cua
céic hoat chét tac dung trén thin kinh trung wong (benzodiazepin, phenytoin, imipramin). Trong cac
nghién ciru duge Iy trén 1am sang, benzodiazepin cling khong lam thay ddi hoat dong cia EEG.
Nhung vin can thén trong khi ding dong thoi vai cac thubc an thin, dic biét 1a véi cac bénh nhén
nhay cam. Cac dir liéu 1am sang khong chi ra tuong tac v6i chc thube didu tri bénh phdi phé quan
nhu chét chi van B2, cc din chét methylxanthin, cdc corticosteroid, cac khang sinh va cic chit
khang histamin.

Tuong ky cta thube: Do khong ¢6 cac nghién ciru vé tinh twong ky cia thubc, khong tron 1in thube

nay voi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC
R&i loan hé théng mién dich:

Rét hiém: phan (mg quéa man.
Rbi loan hé thong than kinh:

RAt hiém: mét moi, suy nhuoc, budn ngi, nhirc diu, lo mo, chong mat, € liét.
R&i loan tim mach:

RAL hiém: danh tréng ngyc, hdi hép, nhip tim nhanh, ha huyét ap.

R&i loan hé hép:
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Rét hiém: khé thd, ho, phii né dudng ho hap.
R&i loan tiéu hoa:

RAt hiém: budn ndn, ndn, o nong va dau da day, kho tiéu, tiéu chay.
RAi loan tam thén:

RAt hiém: kho chiu, budn ngt, mét nhan cach.

Rdi loan da va md dudi da:

RAt hiém: phét ban dj (mg, mé day, ban da, ching phat ban, ngira, phit mach.
Béo cdo tac dung khéng mong mudn cia thudc

Viéc bio céo céc tac dung khong mong muén sau khi thude duge luu hanh la rat quan trong, né cho
phép tiép tuc theo dai danh gid loi ich/rii ro cia thudc. Hay bao céo‘bét ky tac dung khong mong
muon nao gip phai sau khi sir dung thudc iz Trung tam Quoc gia vé Thong tin thuéc va Theo doi
phan tmg ¢6 hai cria thuée (DI&ADR).

Théng bdo ngay cho bic sj nhitng tdc dung khong mong mubn gip phdi khi diing th ubc.

QUA LIEU VA CACH XU TRi

Khéng cé bdo céo nido vé truromg hop qua liéu Levodropropizin khi ding mét liéu duy nhét 240 mg
va lidu 120 mg x 3 1dn m&i ngay trong 8 ngay lién tuc. Trong trudmg hop qua liéu, ¢ thé 1am cho
tim ddp hoi nhanh va thoang qua. Khi dé, can tién hanh rira da ddy bing than hoat, song song bd
sung dich va dung thém cac bién phép khéc.

PAC TiNH DUQC LUC HOQC

Nhém duoe ly: Thude diéu tri ho va cam lanh.

Ma ATC: ROSDB27

Co ché tic dung:

Levodropropizine la mgt thude giam ho ¢6 tac dung ngoai vi trong ho khan. Levodropropizin la dong
phan S cta dropropizin duge xem la dnh hudng rat thip 1én hé than kinh trung wong so véi thudc ho
chira dropropizin va nhitng thude chéng ho c6 tac dung lén trung wong than kinh nhu codein.
Levodropropizine khong lién két voi thu thé beta - adrenergic, muscarinic va opiate, nhung né cho
thiy mot s6 4i luc vai thu thé histamine (H1) va alpha - adrenergic.

[.evodropropizine cling cho thdy mdt sb hoat dong gdy té cuc bd trén cac mo hinh dong vit. Trén mo
hinh nay, levodropropizine thé hién hoat ddng chdng lai con ho do nhiéu loai kich thich hoa hoc va
co hoe giy ra. Thube cling ¢ hiéu qué trong viée bao vé chéng lai sy co thiit phé quan gy ra bai
histamine, serotonin va bradykinin.

Trong céc thi nghiém 1dm sang & ngudi, levodropropizine da chimg minh hoat dong chong lai con
ho do hit phai axit citric & nhitng ngudi khoe manh, nude cht khi dung & bénh nhan bj bénh phdi tic
ngh&n min tinh va capsaicin & bénh nhan hen suyén va/hodc viém mii.

Nhiéu thir nghiém cho thdy hidu qua 1am sang cia levodropropizin trong giam ho do céc nguyén
nhén gy bénh khic nhau bao gdm ho lién quan dén ung thu phé quan phéi, ho lién quan véi nhiém
tring dudmg hd hép trén va dudi, ho ga. Tac dong tri ho néi chung la twong duong voi céc thude téc
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dong trén trung tim tuy nhién, levodropropizine cho thiy dic tinh dung nap tot hon dac biét khi xét
dén hiéu qua an than.

03 lidu didu tri, levodropropizine khong thay dbi duong dién ndo dd EEG & nguoi va kha ning tim
than van dong. Khong c6 su thay ddi cac thong s6 tim mach & ngudi tinh nguyén khoe manh diéu tri
Ién dén liéu 240 mg levodropropizin.

Thube khong e ché chire ndng hé hép hay sur lam sach mang nhdy 16ng mao & nguoi. Dac bigt, mot
nghién ciu gan day da cho théy levodropropizine khong c¢6 tac dong (rc ché trung tim diéu khién hit
thé & bénh nhén bi suy hd hip man, & ca diéu kién hit thé wr ¥ va khi ting carbon dioxyd huyét.
CAC DAC TINH DUQC PONG HQC

Hidp thu

Levodropropizin hép thu nhanh chong qua dudng tiéu hoa sau khi ubng véi sinh kha dung khoang
hon 75%. Pat ndng dd dinh trong huyét twong sau udng trong vong 15 - 60 phit. Khéi phét téc dung
trong 1 giov & lidu 60 - 90 mg va 3 gid & liéu 30 mg.

Phén bé

Ty 18 lién két levodropropizin véi protein huyét tuong: 11 - 14%. Thé tich phén bd khoang 3,4 I/kg
& nguoi lon.

Chuyén héa va thdi trir

Théi gian bén hity tir 1 giér dén 2 gio. Thude duge thai trir dudi dang khong thay doi va cdc chit
chuyén héa (levodropropizin lién két, p-hydroxy levodropropizin dang tw do va lién két). Trong 48
gid, lugng thube va céc chét chuyén héa thai trir qua dudng nude tiéu 1 khoang 35% lidu ding.
Thudc duge thii trir khoang 83% qua nudc tieu trong vong 96 gio.

Khéng ¢6 sy thay dbi dang ké dic tinh dwgc dong o tré em, & ngudi Ion tudi va & bénh nhan suy
giam chirc néng than nhe va vira.

QUY CACH PONG GOI ! i
-Hop 1 lo 60 ml/ 100 ml/ 120 ml (lo PET ndu) + 1 cdc chia lidu va tor huéng din sir dung

- Hop 4 vi x 5 ng x 10 ml va t& huéng dén sir dung.

PIEU KIEN BAO QUAN

Noi khé, nhiét do dudi 30°C, trénh dnh sang. Khong sir dung qua 14 ngdy sau l4n dau mé nip chai
thude.

HAN DUNG:

36 thang k& tir ngay san xudt

TIEU CHUAN CHAT LUQGNG CUA THUOC: TCCS

SAN XUAT BOI:

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA

Pia chi: L& dit CN-2, Khu céng nghiép Pha Nghia, Xa Phi Nghia, Huyén Chuong My, Thanh phé
14 Noi.



