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LEPIRID

Levosulpirid 25 mg
Poc ki hiedng din siv dung trude khi ding
Dé xa tim tay tré em

1. Thanh phin cdng thirc thude |

Méi vién nén bao phim chira:

- Thanh phin dugc chét: Levosulpirid.............covwvinmv 25,00 meg.

- Thanh pha"m t4 duge: Tinh bt ngd, Avicel PH101, Polyvinyl pyrrolidon (PVP) K30, Magnesi |
stearat, Aerosil, Natri starch glycolat, Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Tale, Polyethylen glycol (PEG)
6000.

2. Dang bao ché: Vién nén bao phim.

M td san phdm: Vién nén, hinh oval, bao phim mau tring, mot mat c6 vach ngang.

3. Chi dinh

Diéu trj ngdn han hoi ching kho tidu (chan an, chuéng bung, cang tic ving thugng vi, dau déu sau

khi #n, o chua, o hoi, tiéu chay, téo bén) do cham lam réng da day lién quan dn céc yéu td co thé

(liét da day do bénh déi thao dudng, ung thu,...) vi/hodic cée yéu t6 chire niing (rbi loan ban thé noi

tang & nhitng bénh nhin rdi loan lo 4u) & nhiing bénh nhan khéng d4p tmg véi céc li¢u phép diéu

tri khac.

Piéu tri triéu chimg ngén han bubn nén va ndn (do thubc khang ung thw gdy ra) sau thit bai ctia liéu

phap diéu tri diu tay.

Piéu trj ngdn han céc tri¢u chimg chong mit, 1 tai, mét thinh gide va budn nén lién quan dén hoi
chirmg Méniére.

4. Liéu lwong va cdch ding

Liéu lwong:

Ngueéi Ién (theo don thudce)

Lidu diing cho ngudi 16n: 75 mg mdi ngay (1 vién x 3 lan/ngay), udng trude bira #n.

Thoi gian diéu tri c6 thé duoc didu chinh dua trén sw thuyén giam ctia céc triéu chimng va bénh canh
lam sang. Khong khuyén khich didu tri vinh vin véi thube ndy. C6 thé bit dau diéu tri lai khi cac
triéu chimg xuat hién tro lai.

Tré em :

Khong sir dung cho tré em do khong c6 dir ligu.

Nguoi cao tudi _

Liéu luong diéu trj cho bénh nhan cao tudi s& duge bac st danh gid mdt cich cin than va co thé s&
dung lidu thip hon mue lidu ding cho nguoi 1én.

Cach dung:

Dung dudng udng.

5. Chdng chi dinh

Céc truomg hop qua mén voi hoat chét hoiic bt ky thanh phén nao ciia thudc.
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Levosulpirid khéng duge ding cho bénh nhén bi dong kinh, & trang thai hung cam va & giai doan
hung cam ciia ching rdi loan tim thin hung cam - trAm cam.
Chéng chi dinh str dung levosulpirid & bénh nhén u tiy thlr(mg than, vi thude c6 thé gay racon tang
huyét 4p do sy giai phong catecholamin tir khéi u. Co thé kiém soat con ting huyct 4p ndy béng
phentolamin.
Do cé mbi tuong quan giita tac dung ting prolactin mau cia héu hét céc loai thube huéng thin va
chitng loan san tuyén v, khéng nén st dung levosulpirid cho nhing dbi twong d& mang mam bénh
ac tinh.
Phu nir trong thoi ky mang thai va cho con bi.
Mic cac bénh 1y nghiém trong vé& duéng tiéu hoa, cu thé: Xuét huyét tiéu héa, thimg rudt, tc nghén
co hoc.
6. Canh bao va thin trong
D3 quan sat thay su gia ting khoang ba 1an nguy co tai bién mach mau ndo trong céc thir nghxgm
14m sang ngdu nhién so véi gia duge & mot nhom bénh nhén sa sut tri tug dl.l'(‘,.‘fc diéu tri bing mot s6
thudc chéng loan thén khéng dién hinh. Co ché cua su gia ting nguy co nay vén chua duge biét 5.
Khéng thé loai trir nguy co gia ting déi véi cac thude chéng loan thin khac hogc cac déi tuong
bénh nhén khac. Levosulpirid nén duge sir dyng than trong cho nhitng bénh nhén c6 céc yéu tb
nguy co dot quy.
Mot phire hop triéu chimg c6 thé gay tir vong duge goi 1a “Hdi ching an than kinh 4c tinh” da duoc
béo cdo khi sit dung thude an than (thuomg 12 khi didu tri biing thubc chéng loan thn). Biéu hién
lam sang ctia hdi chimg nay la: Téng oxy mau, cimg co, rdi loan van dong, r6i loan sinh hi¢u (mach
va huyét ép bét thuong, dé md hdi, nhip tim nhanh, loan nhip tim), thay dbi trang théi y thirc c6 thé
tién trién dén sting so va hon mé. Piéu trj “Hoi ching an than kinh dc tinh” bao gdm viée ngung
ngay viée st dung thube chdng loan thén va cdc loai thube khong cin thiét khac va bt dhu diéu tri
triéu chimg tich cyc (déc biét phai duge chim séce dé giam than nhiét va diéu chinh tinh trang mét
nuéce). Néu viée tiép tue didu tri chéng loan thin dwoc cho 14 céan thiét, bénh nhéan cin duge theo
d&i cdn than. Trénh didu tri ddng thoi vai cée loai thude an thén khéc. -
Téc dung cta levosulpirid trén nhu dong dudng tiéu héa cé thé bi giam do tac dong dbi khéng véi
thude khéng cholinergic, thube gdy mé va thude giam dau,
Levosulpirid nén dugc sit dung thén trong cho bénh nhan bi bénh tim mach hodc cé tién st gia dinh
bi hi chimg QT kéo dai. _
Céc truong hop huyét khéi tinh mach (VTE) da dugc béo céo khi str dung thube chng loan than.
Vi cée yéu td nguy co mic phai cia VTE thuong xdy ra ¢ nhiing bénh nhén duge didu tri bang
thubc chéng loan thin, cdc yéu té ndy phai duge xéc dinh truée va trong khi diéu tri bing
levosulpirid d& c6 cdc bién phap phong ngira thich hgp.
Tang ty 18 tir vong & bénh nhan cao tudi méc chimg sa sit tri tué: D@ liéu tir hai nghién ctru quan
st 1on cho thay nhimng ngudi cao tudi méic chimg sa stt tri tué duge didu tri bang thubc chéng loan
than cé nguy co tir vong ting nhe so v&i nhitng nguoi khéng dugce didu tri. Khong co du dit lidu dé
cung cép mdt wde tinh v& mirc dd chinh xéc cla rui ro va nguyén nhan cua rui ro gia ting khong
duge biét dén. LEPIRID khéng duge chi dinh dé diéu tri cdc réi loan hanh vi lién quan dén sa sut
tri tug.
Khong udng rugu trong thai gian diéu tri voi thude.
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Céanh béo t4 duoc:

Natri starch glycolat

Vién nén bao phim LEPIRID c¢6 chira it hon 1 mmol natri (23 mg) trong mbdi vién thube, nghia 1a
vé co ban 1a “khdng co natri”.

7. Sir dung thude cho phu nit c6 thai va cho con bi

Sit dung thudc cho phu nit c6 thai

Khéng c6 nghién ctru diy di va co kiém sodt trén phu nit mang thai va cho con bti. Bénh nhan ¢én
tham khéo ¥ kién bac st néu c6 thai hogic du kién 6 thai trong khi didu trj v6i levosulpirid. Do do,
khéng nén st dung LEPIRID khi da biét hodic nghi ngér c6 thai. Tré so sinh tiép xtic véi thude chong
loan thin n6i chung, bao gém levosulpirid trong tam ca nguyét thit ba ctia thai ky c6 nguy co bi céc
tic dung khéng mong mudn bao gém céc tridu chimg ngoai thip hogc céc trigu chimg cai nghién
¢6 thé thay dbi tiry theo mitc d6 nghiém trong va thoi gian sau khi sinh. D& ¢6 bdo céo vé tinh trang
kich dong, tang trwong lye, giam truong lye co, run, budn ngt, khoé the hodc rdi loan @n uéng. Do

dé, tré so sinh cin dugc theo doi chit ché.

Str dung thude cho phu nit cho con bu

Khéng sir dung LEPIRID cho phu nit dang cho con ba.

8. Anh hwong ciia thude 1én khi niing 14i xe, vin hanh mdy mée

Khi st dung thude véi lidu cao ¢6 thé gy budn ngii va 1di loan van dong. Do d6, cin than trong khi
l4i xe hodc van hanh may méc trong thoi gian diéu trj voi levosulpirid.

9. Twong tic, twong ky ciia thude

Tuong téc ctia thudce véi cde thube khic va céc loai twong tac khéc

Viée kit hop véi céc loai thude huéng than khéc doi hoi sy than trong tir bac si dé tranh nhing tic
dung khong mong mudn do twong tac thube.

Khi thude an than dwoc dung ddng thdi véi ce thude kéo dai khoang QT, nguy co giy r6i loan nhip
tim s& tang 1én.

Khéng dimg ddng thoi vai cac thude giy r6i loan dién giai.

Tuong ky cua thube

Do khong ¢6 cic nghién etru vé tinh twong ky cia thudc, khong tron 14n thude nay véi cée thude
khéc.

10. Tic dung khéng mong mudn ciia thude (ADR)

Bang tdc dung khong mong mudn:

Theo hé thdng MedDRA, phén loai tac dung khéng mong mudn theo hé thdng co quan va tin sudt
dugc xée dinh nhar sau: Rét thuomg gap (> 1/10); thudng gép > 1/100 dén < 1/10); it gap (= 1/1.000
dén < 1/100); hiém gap (> 1/10.000 dén < 1/1.000); rét hiém gap (< 1/10.000); chua biét (khong thé
udce tinh tir di lidu ¢ sin).

Phén logi | Rdl o
: .| Thuong | . T S £
theo hé co | thuong S| It gdp Hiem gap Rat hiém gdap Chuea biét

quan gap gep

:, . Budn ngo, triéu
Réi loan hé g i

than kinh chirng giong nhu

Parkinson!, r0i

3/6




https://trungtamthuoc.com/

loan véin dong',
run', loan truong
luc co bip!, hoi
ching an than 4c
tinh (xem “Canh
bio va thin
trong”)

Néi tiét

Mt kinh nguyét,
chimg vi to &
nam gioi, tiét sita
nhiéu, ting
prolactin huyét,
nhiing thay doi
trong ham muén
tinh duc?

Tim

QT kéo dai, loan
nhip thit nhu
xodn dinh, nhip
nhanh that, rung
thit, ngimg tim?

Tir vong dot
ngdt®

Mach mdu

Huyét khéi tic
mach (bao gbm
ca truong hop
thuyén tic phdi
va huyét khéi
tinh mach siu)
(xem  “Cénh
biao va thin
trong”)’

Mang thai,
hdu san va
chu sinh

Hoi chimg cai
nghi¢n ¢ tré so
sinh, cac triéu
chiing ngoai
thap (xem “Sir
dung thude cho
phu nir ¢6 thai
va cho con ba”)

Xét nghigm
chan dodn

Tang  prolactin

mau?
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! Pugc quan sat trong trudng hop st dung kéo dai va/hodc véi cde thude khéc cling nhom didu trj
2 Quan sét thay trong nhitng truong hop dac biét, do ding kéo dai va do tac dung dao nguge cua
levosulpirid trén chitc ndng ctia truc dudi ddi - tuyén yén - tuyén sinh dyc, tvong tu nhu da biét dbi
véi nhidu thude an thén,

3 Quan sét véi céc loai thude khéc ciing nhom diu tri.

11. Qua lidu va cach xit tri

V& mit Iy thuyét levosulpirid c6 thé gay ra phan tmg ngoai thap va rbi loan gide ngu & litu rit cao.
Nhitng trudng hop nay cdn ngimg didu trj hoge gidm li¢u theo chi dinh clia béc si.

12. Pac tinh dwge lwe hoe

Nhém duwoe 1¥: Thude an thin; Thude chéng loan thén; Benzamid.

Mi ATC: NOSALO7.

Céc dir lidu sinh hda, dugc ly va lam sang thu duge tir hai déng phén sulpirid da cho théy
levosulpirid c6 tic dung ddi khang céc thy thé dopaminergic & trung wong va ngoai vi.

13. Pic tinh dwge dong hoc

Sau khi ding levosulpirid dudng ubng véi lidu 50 mg, thude dat nong do dinh trong huyét twong
sau 3 gid voi gid trj trung binh 12 94,183 ng/ml. Thai gian ban thai sau khi ding 50 mg dudng tiém
tinh mach cua levosulpirid 1a 4,305 gio.

Thube duge thai trir chit yéu qua nudc tiéu,

14. Dir liéu an toan tién 1am sang

Dit liéu phi lam sang cho théy khéng c6 rui ro ddc biét nao d6i v6i con ngudi dua trén céc nghién
ctru thong thuemg vé duge 1y an toan, ddc tinh lidu 14p lai, doc tinh di truyén, kha ndng gdy ung thu,
ddc tinh sinh san va phat trién.

- Céc gid trj doc tinh cép tinh biéu thj bing LDso sau khi udng & chudt nhét, chudt cong va tho tuong
tmg bing 2450 mg/kg, 2600 mg/kg va lén hon 1500 mg/kg.

Gia tri LDsg:

O chudt nhat: 210 mg/kg, qua dudong tiém mang bung.

() chudt cbng qua duong tiém mang bung va tiém tinh mach lan lugt 1a 270 mg/kg va 53 mg/kg
tuong ing,

O thé qua dwdng tiém tinh mach: 42 mg/kg.

- Céc thir nghiém ddc tinh ban cép duge tién hanh bang céch sir dung hoat chét hang ngay trong 12-
13 tudn & chudt, thd va chd. Khéng cé triéu chimg c6 hai ndo duge quan séat & lidu:

O chudt: 25 mg/kg qua dudng tiém dudi da va 300 mg/kg dudng udng.

O thé: 250 mg/kg qua dudmg ubng va 12,5 mg/kg qua dudmg tiém bip.

O ché: 50 va 100 mg/kg qua dudng udng.

- Pé 1am 18 dbc tinh man tinh sau khi ding thude trong 180-190 ngay, cdc lidu sau duge dung nap
tot:

O chudt: 100 mg/kg qua dudmg udng va 20 mg/kg qua duong tiém dudi da.

O tho: 10 mg/kg qua dudng tiém bip.

& ché: 20 mg/kg qua duwdng ubng.
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Céc nghién ctru duge thye hién trén chudt cbng va chudt nhit, bing cach sir dung thude véi lidu
lugng cao hon du kién cho ngudi, da chi ra ring levosulpirid khéng cé ddc tinh gdy ung thu.

Céc nghién ctru thye hién trén chudt va tho cho thdy thube khong gdy quéi thai.

Céc thir nghiém in-vitro d loai trix ring thudc co dic tinh gy dot bién.

15. Quy ciach déng gbi

Vi 10 vién. Hop 3 vi; S vi va 10 vi.

Chai 50 vién. Chai 100 vién. Chai 200 vién.

16. Diéu kién biao quan: Béo quan thube & noi khé, thoang, nhiét do dudi 30°C, trénh 4nh séng.
17. Han ding cita thude: 36 thang ké tir ngdy san xudt.

18. Tiéu chuin chit lugng ciia thude: Tiéu chudn co so.

Tén, dia chi cila co & san xuit:
CONG TY CO PHAN US PHARMA USA
L6 B1 — 10, Pudng D2, Khu céng nghiép Tay Béc Ci Chi — TP. Hd Chi Minh — Viét Nam.
Moi thitc mic va thong tin chi tiét, xin lién h¢ s6 dién thogi 028-37908860

US PHARMA USA
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