TO HUGNG DAN SUDUNG

ﬁ-’VODROPROPIZIN 60-BVP

THUOC NAY CHI DUNG THEO DON THUGC.

DEXATAM TAYTRE EM.

DOCK YHUO'NG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN: MGi vién chita:

Thanh phdn dugc chdt: Levodropropizin...............eeeesssesenen. 60 mg

Thanh phdn td dlid( Microcrystallin cellulose 102, natri starch glycolat, colloidal silicon dioxid, magnesi stearat.

DANG BAO CHE:

Vién nén tron ‘mau trang, khum, hai mét tron.

CHi DINH DIEU TRI:

Thuéc ‘duoc chi dinh cho nguoi 16n va thanh thiéu nién trén 12 tudi trong diéu tri cdc bénh phéi phé quan kem theo ho khan.

LIEU LUGNG VA CACH DUNG:

- Liéu qung

Ngu®i 16n va thanh thiéu nién trén 12 tudi: Udng mdilan 1 vién (tuong duong 60 mg levodropropizin), tdi da 3 an/ ngay, khodng cach
gitia cac lan dung thudc it nhat la 6 gio.

Nén dung thudc téi khi hét triéu ching ho, nhung khong dugc qua 2 tuan. Néu con ho khong gidm sau 2 tudn dung thudc nén ngung
str dung thudc.

- Cach diing: Diing duting udng, nén diing thudc céch xa bita an (khi doi).

CHONG CHI DINH:

- Bénh nhdn man cdm véi dugc chat hay véi bat ky té dugc nao ctia thudc.

- Bénh nhan tiét qua nhiéu chdt nhay, dom hay chic ndng niém dich — nang long bi suy gidm (hdi chiing Kartagen, réi loan chiic néng
van dong cla cac [ong mao).

- Bénh nhén bi r6i loan chic nang gan nang.

- Phu ni mang thai, phu nit c6 kha ndng mang thai va phu nit cho con b.

CANHBAOVA THAN TRONG KHI SU DUNG:

- Khdng c6 suthay doi dang ké vé dic tinh dugc dong hoc cia thudc trén tré em.

- Khdng cd su thay d6i dang ké vé dac tinh dugc dong hoc ciia thudc trén ngudi cao tudi, do d6 khong can thay ddi liéu hoac khoang
ac dl]ng thudc trén ddi tugng bénh nhan nay. Tuy nhién do tinh nhay cdm véi cc loai thudc khéc nhau la khac nhau & nguai cao tudi,
can st dung levodropropizin mgt cach than trong ¢ nhitng bénh nhan nay.

-Can sudung thudc than trong trén bénh nhan suythan nang (d thanh thai creatinin <35 ml/phdt).

- Can stt dung thudc than trong trén bénh nhan dang st dung thudc an thén, dic biét 13 nhiing bénh nhan nhay cdm (xem muc tuong
tdc, tuong ky véi cdc thudc khdc va cdc dang tuong tdc khdc).

- Do chua ¢6 dit liéu vé anh hudng cla thic an dén sy hap thu thudc, nén dung thudc céch xa bita an (khi doi).

TRUGNG HOP CO THAI VA CHO CON BU:

Phu nif ¢d thai:

Cacnghién ctiu vé nguy co gdy quai thai, khd nang sinh san va qua trinh sinh sén ciing nhu cac nghién ciu trong khoang thai gian sinh
va sau sinh khong cho thdy bat ky doc tinh nao cda thudc.

Tuy nhién, do cac nghién ctiu vé doc tinh trén dong vat & muc liéu 24 mg/ kg cho thdy ¢6 su cham ting can va tang trudng va vi
levodropropizin ¢ thé qua dugc hang rao nhau thai & chudt, do d6 khong dung thudc cho phu nit ¢ du dinh mang thai hodc phu nit
€0 thai.

Phu ni cho con bu:

Trong cac nghién cttu trén chudt, thudc van con trong sita me sau 8 gidr ké tir khi udng. Do d6, chéng chi dinh levodropropizin cho phy
nit cho con bu.

ANH HUGNG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thudc dnh hudng nhe dén kha nang I4i xe va st dung may méc. (6 thé xuat hién budn ngd sau khi duing thudc (xem myc tdc dung
khdng mong mudn).

TUONG TAC, TUONG KY VGI CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

Khong quan sét thay tuong tac nao giiia levodropropizin va cic benzodiazepin trong cac thit nghiém lam sang. Tuy nhién, nén than
trong khi ding thudc dﬁng thoi v6i cc thudc an than, ddc biét benh nhan nhay cdm do nguy coan than cla thudc.

Céc nghién ciu lam sang cho théy khong 6 tuong tac nao giita levodropropizin va thudc diéu tri cac bénh phé quan-phéi nhu céc
thudc ddi khang thu thé beta-2, methylxanthin va dan xudt, corticosteroid, khang sinh, thudc tiéu dom va thudc khang histamin.
TACDUNG KHONG MONG MUON:

D trén udc tinh vé sd lugng bénh nhan phai nhiém véi levodropropizin tif lugng thudc bén ra va dua trén co s¢ cac béo cdo ty phat,
ithon 1 trong s6 500.000 bénh nhan bi tac dung khong mong mudn cla thudc.

Tac dung khong mong mudn trong béng dudi day dugc liét ké theo phén loai hé co quan ctia MedDRA véi tan sudt quy udc nhu sau:
Rt thuang gap (= 1/10), thudng gap (= 1/100 dén <1/10), it gp (= 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén <1/1.000),
rdt hiém gap (< 1/10.000) va khang biét (khéng thé dugc udc tinh tir dir lidu ¢ san).

Phén loai hé co quan Tan sudt Tac dung khong mong mudn

Roi loan hé mién dich Rat hiém gap Phén (ing qud man, phan ting dang phan vé.

Rai loan chuyén héa Rét hiém gap H6n mé do ha duong huyét (1 trung hop da dugc bao cdo 6 bénh nhan nit
va dinh dutng cao tudi dang dung thuéc ha dudng huyét dudng uéng).

R6i loan tam than Rat hiém gap D kich dong, r6i loan nhan cach/ nhan thic.

Dau déu, run, di cdm, budn ngd, ngdt, co cling — co gigt (1 trutng hop da dugc
bdo cdo).

Ddng kinh con nhé (1 trung hop da dugc bao cdo).

Rat hiém gap Chéng mét.

R6i loan hé than kinh Rat hiém gap

Rdi loan tai va mé dao

R loan tudn hoan Rat hiém gap Danh tréng nguc, nhip tim nhanh.
Loan nhip tim (1 truong hop da dugc bao cdo).
Ri loan mach Rat hiém gap Ha huyét ap.

Roiloan ho hap, ngucva | Rét hiém gap
trung thét.

Khd thé, ho, phu duting ho hép.

Rai loan hé tiéu héa. Rat hiém gap Dau bung trén, dau bung, budn ndn, ndn, tiéu chay. Viém luGi (1 truong hop da
dugc bdo cdo). Ap to (1 truding hgp da dugc bdo cdo).
Roi loan gan mét. Rat hiém gap Viém gan ¢ mat (1 trudng hgp da dugc bao cdo 6 bénh nhan ni cao tudi dang

dung thudc ha dudng huyét duong udng).
May day, ban do, ngoai ban, phét ban, ngtta, phit mach, phan @ng da.
Bong bi tai chd (da cd béo cdo 1 trudng hgp tl vong).

Roiloandavamddudida | Réthiém gap

R6i loan cg xuong va Rat hiém gap Yéu co.
ma lién két
Rai loan toan than va Rat hiém gap Mét mai.

tai vi tri dung thudc. Phi toan than, suy nhugc (hiém ¢6 bo cdo).

THONG BAO NGAY CHO BAC STHOAC DUOC STNHUNG PHAN UNG CO HAI GAP PHAI KHI SU'DUNG THUOC.

QUA LIEU VA CACH XU TRI:

Khong quan sat thay tic dung khéng mong mudn déng ké sau khi dung thudc & liéu don [én d&n 240 mg hodc 120 mg (3 1an/ ngay) trong
8 ngay.

Da cd mot vai truding hop vo tinh dung qud liéu & tré em tr2 -4 tudi. Nhiing trudng hgp nay khong dé lai hau qua nao.

Trong hau hét cac truang hop, bénh nhan co triéu chiing dau bung va nén. Da c6 1 trudng hdp ngu li bi va dd bao hoa oxy gidm sau khi
dung liéu 600 mg. Trong truong hop qué liéu véi cac triéu chung 1dm sang da rd rang, can bat dau diéu tri triéu chung ngay khi c6 thé va
st dung céc bién phap diéu tri thong thutng thich hop (nhu rira da day, st dung than hoat, truyén dich, .

DACTINH DUQC LUC HOC:

Nhom dugc ly: Thugc giam ho.

Ma ATC: R05DB27

(o ché'tdc dung:

Levodropropizin ¢4 tac dung gidm ho do tic ché sy tac dong Ién sgi C.

Levodropropizin la mdt thudc gidm ho ¢6 tac dung ngoai vi trén khi phé quan, kém theo téc dung chéng di ting va chdng co that phé quan.

Tdc dung duoc luc:

In vitro, thudc da dugc chiing minh la c6 kha ndng tc ché sy gidi phong céc neuropeptide tif sgi C.

Levodropropizin téc dong Ién hé thdng phé quan phdi bang céch tic ché sy co thét phé quén gay ra béi histamin, serotonin hoac
bradyklnln

Hiéu qud ldm sang va tinh an toan:

Nhiéu bang chiing thyic nghiém cho thy hiéu qua lam sang cia Levodroproplzm trong viéc g|am ho do nhiéu nguyen nhan khac nhau,
bao gém ho lién quan dén khoi u phe quan phi, ho do nhiém trung dutng hé hap trén va dudi, va ho ga. Tac dung gidm ho cla
Levodropropizin ¢d thé so sanh vdi céc thudc tac dung 1én trung uang, nhung Levodropropizin dung nap t6t hon dac biét it lién quan dén
tacdyng an thén.

Thudc khdng tic ché chiic nang ho hap hay su lam sach mang nhay 16ng mao & ngum Dac biét, mot nghién ciu gan day da cho thdy
Ievodroprop|zm khéng co téc dong it ché hé thong trung tam diéu khién hit thé & bénh nhan bi suy ho hip man, & ca diéu kién hit thg
tuy va khi tang carbon dioxyd huyét.

DACTINH DUGC DONG HOC:

Trén ngudi, Levodroproplzm duoc hdp thu va phan bé nhanh sau khi uéng. Thi gian bdn thai tir 1 -2 gid. Levodropropizin dugc thai trit
chii yéu qua nudc tidu. Thuc dugc thai trir dudi dang khong déi va dudi dang chdt chuyen hda nhu Levodropropizin lién hgp va
p-hydroxylevodropropizin dang tu do hodc lién hgp. Levodropropizin va cac chdt chuyén hoa clia né dugc bai tiét qua nudc tiéu khoang 35%
liéu ding trong vong 43 gic.

Céc nghién ctiu dugc dong hoc da dugc tién hanh trén chudt, ché va ngudi. Su hdp thu, phan b, chuyén héa va thai trir & ca ba loai la
nhu nhau véi sinh kha dung dutng uong trén 75%.

Tilé lién két vdi protein huyét tuang & ngudi khong dang k€ (11— 14%) va ¢6 thé so sanh vdi cac gid tri quan sét dugc trén cho va chut.
Cacth nghiém trong dd thudc dugc dung lién tuc cho théy viéc diéu tri trong 8 ngay (3 lan/ ngay) khong anh hugng dén déictinh hap thu
va thai trif ctia thudc. Do d6, o thé loai trir sytich Iily va tu chuyén hoa ctia thudc.

Ti Ié thu héi dugc chat phng: Xa sau khi udng la 93%.

Khong <6 su thay déi dang ké vé déc tinh dugc dong hoc ciia thudc & tré em, bénh nhan cao tudi bi suy than vira hodc nang.

QUI CACH BONG GOI: Hop 10 vi x 10 vién.

BAO QUAN: Nhiét do khong qud 30°C.

HAN DUNG: 36 thang ké tif ngay san xust.

TIEU CHUAN: TCCS
NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA
5618, Dudng L& Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Ct Chi, Thanh Phé HG Chi Minh, Viét Nam.

Moi thdc mdc va thong tin chi tiét, xin lién hé s dién thogi: 02822538854
HDSD-LEVOD-XXXX60-N-D180XR122-....-23-A




