Thanh phén: M&i vién nén chda: Composition: Each tablet contains:

Levosulpird .............ccvvnins 25 mg Levosulpirnide ... 25mg

5 Té dugc via di 1 vién. Excipients q.8. one tablet,

2 Chi dinh, Céch ding, Chéng chi djnh Indications, Adi ation, (
va cdc théng tin khéc: and other information:

c Xem trong t& hudng din s dyng thuéc kém theo, See package Insert.
Bao quan: O nhigt 4o dudi 30°C. Storage: Store at temperature below 30°C,

P Trénh &nh séng tryc tiép va noi &m uét. Avoid direct sunlight and moisture.
Tiéu chuéin: TCCS, Specifications: In-house.

A Quy cdch ddng géi: Hop 1 vi x 10 vién. Packing size: Box of 1 blister x 10 tablets.
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0 Théanh phén: MSi vién nén chia: Compaosition: Each tablet contains:
H Levosulpirid .........c.cecerrimnnes 25mg Levosulpiride ............oueie 25 mg
5 Ta duge vira dd 1 vién, Excipients g.s. one tablet,
a 2 chi dinh, Céch diing, Chéng chi dinh Indications, Administration, C
P4 vl cdc théng tin khédc: and other information:
c - Xem trong 1 huéng din sl dyng thusc kém theo, See package insert.
Béo quan: & nhigt 4o dudi 30°C. ge: Store at temp below 30°C.
p Trénh énh sang tryc ti€p va noi 4m udt. Avoid direct sunlight and moisture.
Tiéu chufn: TCCS. Specifications: In-house.
A o Quy céch déng gél: HOp 3 vi x 10 vién. Packing size: Box of 3 blisters x 10 tablets.
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\ Thanh phiin: M3i vién nén chia: Composition: Each tablet contains:
v Levosulpirid ..........c..oooieee. 25 mg Levosulpiride ...............oceeeus 25mg
5 H Té duoc vica di 1 vién. Exciplants g.. one tablet,
Chi djnh, Céch ding, Ch8ng chi dinh t
2 | vh céc théng tin khéc: and other information;
m Xem trong 1§ hudng dén sif dung thusc kém theo. ‘See package insert.
Béo quan: O nhidt d& dudi 30°C. ‘Storage: Stors at temperature below 30°C.
- Tranh dnh séng tryc tidp va noi Am wdt. Avoid direct sunlight and moisture.
Tiéu chuén: TCCS. Specifications: In-house.
Quy cdch déng goi: Hop 10 vi x 10 vién. Packing size: Box of 10 blisters x 10 tablets.
DE XA TAM TAY TRE EM KEEP OUT OF REACH OF CHILOREN
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KCN Nhan Trach 3, Thitriin Higp Phutic, Huyn Nhan Trach, Tinh B8ng Nai Nhon Trach 3 1.2, Hiap Phuoc Town, Nhon Trach District, Dong Nai Province
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Rx-Thude nay chi ding theo don thube

1.

2.

3.

LetalAPC 25
Levosulpirid 25 mg

Doc kj huwong déin sir dung trude khi ding
Dé xa tam tay tré em
Théng bdo ngay cho bdc si hodic dwgc si nhitng tdc dung khong mong muén gap phii khi siv dung thuébce

Thanh Ehan cong thive thude: Mdi vién nén
chtra:

Thémh phan hoat chat

Levosulpirid..........ccviiininns 25 mg

Thinh phdn ta duge: Lactose monohydrat,

Microcrystalline cellulose, Natri starch glycolat,

Magnesi stearat.

Dang_bao ché: Vién nén tron, mau tring dén

tring nga, mot mit c6 logo WM dép trén vién,

mot mat tron.

Chi dinh

Vién nén LetalAPC 25 dugc chi dinh dé:

+ Diéu tri ngan han hoi chimg kho tiéu (chan an,
day hoi, dau thuong vi, dau déu sau khi in, ¢
néng, o hoi, tiéu chay, tdo bon) do cham lam
rong da day lién quan dén céc yéu tb hitu co (ligt
da day do bénh tiéu duong, ung thu,...) va/hodic
cée yéu tb chirc nang (r01 loan ban thé hoa noi
tang & nhiing nguoi lo au- -tram cam) & nhiing
bénh nhan khong dap (mg vadi cac phuong phap
diéu tri khac

+ Diéu tri ngan han triéu chu’ng bubn ndén va nén
(ghy ra boi thude chdng ung thu) trong trudng
hop thét bai voi tri liéu u tién mdt.

+ Diéu tri ngin han cac triéu chimg chong mat, 0
tai, giam thinh luc va budn nén lién quan dén
héi chirng Meniere.

4. Céch ding, liéu dung

Li¢u diing

—  Liéu khuyén cdo hing ngay ¢ nguoi lom: 25

mg levosulpirid, udng 3 14n/ ngay (mdi vién
cach nhau 8 gio).
Thoi glan diéu tri thong thuong la 4-8 tuan.
Thoi gian didu tri ¢6 thé duoc diéu chinh tiy
thudc vao su thuyén giam triéu chimg va
tinh trang 1am sang. Khong nén thuc hién
diéu tri dai han. Viéc diéu tri co thé dugc bt
dau lai khi cac triéu ching xuét hién tro lai.

—  Tré em: chua co dit liéu. Tinh hiéu qua va an
toan cua levosulpirid & tré em chua dugc
nghién ciru.

- Nguoi cao tuoi: khi diéu tri & bénh nhén cao
tudi, liéu dung cin béc si ké don, bac si s&
danh gia viée dleu chinh liéu ding trong cac
truong hop yéu cau

—  Suy thgn: khong can diéu chinh heu

~ Suy gan: khéng can didu chinh lidu.

Trang 1/3

Cach diing

Thube duge ding bing dudng uong, uong it
nhat 20 phat trude bita an. Nén udng thude véi
mdt it nude, khong nén nhai hay bé gay vién
thude.

. Chébng chi dinh

Qué man cam véi hoat chét hodc bt ky ta dugc
nao cua thude.

Khoéng nén ding levosulpirid cho bénh nhén co6
tién sur dong kinh, trang thai hung cam va giai
doan hung cam trong chirng roi loan ludng curc.
Khong nén dung levosulpirid cho bénh nhén bi
kich thich nhu dong rudt do xuit huyét tiéu hoa,
tac nghén co hoc hogc thing.

Levosulpirid chéng chi dinh & nhiing bénh nhén
bi u tuy thuong than vi cé thé xay ra con ting
huyét &p ning, co thé do phong thich
catecholamin. Nhiing con tang huyét ap nhu
vy c¢6 thé duoc kiém soat boi thude
phentolamin.

Do du'oc cho 1a c6 méi lién quan gila tac dung
tang tiét prolactin va loan san tuyén vi, do do
khong nén st dung levosulpirid cho nhiing
bénh nhan méc bénh vii 4c tinh.

Chdng chi dinh st dung levosulpirid cho phu
nir mang thai va cho con bu.

Canh b#o va thiin trong khi ding thudc

Nén dung thén trong levosulpirid & nhitng bénh
nhan ma su gia ting nhu dong rudt co thé gay
bt loi cho viée diéu tri dang cach.

Khéng udng rugu dong thoi véi thudc nay.

Hoi chimg than kinh 4c tinh c6 kha nang de doa
tinh mang da dugc bo cdo khi ding cac thude
an than kinh (thuong trong qud trinh diéu tri v6i
céc thude chong loan than)

Héi chimg than kinh 4c tinh dac trung bai
nhitng triéu chirng nhtr sdt cao, co cling co,
chirmg mét van dong, roi loan than kinh thuc vat
(mach va huyét ap khong 6 dn dinh, d6 md hoi,
nhip tim nhanh, loan nhlp tim), trang thai nhan
thirc thay ddi c6 thé tién trién dén trang théi lo
mo va hon me. Diéu tri hoi ching than kinh 4c
tinh can ngung dung ngay lap tirc thude chéng
loan than va cac thude khong can thiét khac va
thuc hién diéu trj triéu chimg chuyén séu (can
than trong dé giam tinh trang tang than nhiét va
didu chinh tmh trang mét nuéc). Trong truong
hop viée tiép tuc diéu tri voi céc thudc chdng
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loan than duoc coi la can thiét, bénh nhan nén
duogc theo ddi cdn than. Can tranh diéu tri két
hop v6i cac thude an than kinh khéc.
Ta diroc
Vién nén LetalAPC 25 c6 chira /actose. Nhiing
bénh nhédn c6 bénh di ttuyén hiém gap khong
dung nap galactose, thiéu hut lactase hodc kém
hap thu glucose-galactose khong nén dung thude
nay.
7. Sit dung thude cho phu nit ¢é thai va cho con
bi
St dung thudc cho phu ni cé thai
Levosulpirid bi chidng chi dinh trong truomg hop
nghi ngd ¢6 thai hodc phu nir dang mang thai
(xem phin Chéng chi dinh).

Str dung th ubc cho phu nir cho con b
Levosulpirid bj chong chi dinh cho phy nir dang
cho con bu (xem phan Chong chi dinh).

. Anh hwéng cia thudc 1én khi ning 14i xe va
van hanh may moéc
Levosulpirid téc dong lén hé than kinh trung
wong va co thé gay budn ngu, t&, rdi loan van
dong, chéng mdt, roi loan thi gide va giam kha
nang phan Gng. Nhitng anh hudng nay khuyén
cao nén than trong khi 1ai xe hodc van hanh
may mdc va tranh thuc hién cac hoat dong doi
hoi tinh tio hoan toan, dic biét cho dén khi xac
dinh duoc dd nhay cam cy thé cia tirng bénh
nhéan véi thude.

9. Twong tic, twong ky cia thude

Tac dung Ién nhu dong rudt cia levosulpirid c6

th bi dbi. khang boi cac thudc khang

cholinergic, thudc gy mé va thude giam dau.

Can dic biét than trong néu ding levosulpirid

dong thoi voi cac thude anh hudng dén hé

dopaminergic vi c6 thé xay ra cac phan ting bat

loi.

Khuyén céo nén ding thudc trude bira An (xem

phén Cdch dimg, lieu dimg).

10.Tac dung khong mong mudén (ADR) ciia
thuoc

Quy ude dugi day duge su dung dé phan loai
tan suat ADR: rat thuong gip (= 1/10), thuong
gip (= 1/100 va < 1/10), it gap (= 1/1.000 va
<1/100), hiém gip (= 1/10.000 va < 1/1.000),
rat hiém gip (< 1/10.000) va chua biét (chua
thé ude tinh tir dit ligu sén o).

Céc tic dung khong mong muén (ADR) dugc
bdo cdo phd bién nhat & bénh nhan sau khi sur
dung Levosulpmd dugce phén loai 1a rat hiém (<
1/10.000) va bao gom

Réi logn tam thdn: mat ngu.

R6i logn hé than kinh: run, hoi ching
Parkinson, budn ngu, an than, rdi loan ngoai
thap, rbi loan vén dong, loan truong lyc co.

Réi logn tai va mé dao: chong mit.

Trang 2/3

R6i logn hé hdp, ngwe va trung that: khan
tiéng.

Réi logn tiéu héa: dau bung, tang tiét nudc bot,
tao bon.

Réi logn hé sinh san va tuyén vii: tiét sita, roi
loan kinh nguyét, vi to nam gidi, kho chiu & vi.
Réi logn toan thdn va thay doi tai noi dimg
thudc: mét moi.

Xét nghi¢m: tang prolactin mau, tdng can.

y gz A ~ ’ o ,
11.Qua liéu va cach xir tri

Chua c6 kinh nghiém lam sang trong truong
hgp qua lidu. Tuy nhién, dya vao dir liéu tir céc
nghién ctru trén dong vat, cac triéu chimg dy
kién s& phan anh sy cudong diéu vé tac dung
duoc 1y da biét cna thude. Cac tri¢u ching ¢
thé xay ra la: budn ngi va ¢ thé xay ra rdi loan
ngoai thap nhu rdi loan van dong. Trong céac
trudng hop nay, nén thiét lap bién phap ho tro
thich hop.

12.Dac tinh dwoe lu’c hoc

Nhém dwoe Iy diéu tri: thubc chdng loan than.
Ma ATC: NOSALO7

Levosulpirid 1a mdt chat dbi khang chon loc cac
thy thé dopamin D2 hoat déng & ngoai vi &
thanh duong tiéu hoa, cé tac dung kich thich
nhu dong da day, ting nhu dong va vén chuyén
duong rudt. Levosulpirid ciing c¢6 hiéu qua
trong diéu tri nén, budn nén va chéng mit.
Levosulpirid dd duge ching minh 1a ¢é hiéu
qua trong diéu trj ching khé tiéu chic ning
thudc loai rdi loan van dong, duge dic trung
bai tridu chimg cht yéu la cam giac khéng dau
khé chiu hodc khé chiu & ving byung trén va cé
thé dwoc xac dinh hodc lién quan dén cam giac
no sém, déy bung hoic diy hoi, hoic budn nén.
Chén doan ching khé tiéu chirc nang s& duge
can nhac 0 nhitng bénh nhan ma trong it nhét
12 tudn (khéng nhét thiét lién tuc) trong nim
qua, ¢6 biéu hién kho tiéu dai déng hodc tai
phat ma da duoc loai trir cac nguyén nhan do
céc bénh thuc thé gy ra (bao gdbm ca ndi soi
trén), ma diéu do6 glal thich cac triéu ching va
su vang mat cia moi lién hé cia sy cai thién
ching kho tiéu vai sy dai tién hodic véi nhitng
thay ddi vé tan suét hogc do ddc ctia phan.

13.DPic tinh dwoc dong hoc

Hap thu va  phdn bo

Sau khi udng 1 lidu levosulpirid 25 mg, ndng
do dinh trong huyét twong dat duogc sau khoang
3 gio 1a 94,2 ng/ml Thoi gian ban thai (T%)
khoang 4,3 gidy, thude thal trir chu yeu qua nudc
tiéu.

Thir nghiém sinh kha dl_mg tuyét dbi duge thuc
hién v6i liéu 50 mg levosulpirid dung duong
ubng & dang vién nén va thuée nho giot, khong
théy su khac biét dang ké nao & cac dién tich
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dudi dudng cong. Vi vdy ca hai dang bao ché  15.Diéu kién bio quin: Bao quan & nhiét do dudi

trén déu co thé dugc coi la tuong duong sinh 30°C. Tranh anh sang tryc tiép va noi am uot.
hoc. i vy 16.Han _dung ciia thude: 24 thang ké tir ngay san
Chuyén hoa o 5
Thuoe nay khong duge chuyen hoa ¢ nguoi. S ¥ i . .
Thdi trie 17.Tiéu_chuin chat lwong ciia thuoe: Tiéu chuan
Thubc duge bai tiét chﬁryéu qua than. co 80,

14.Quy cach déng goi: Vi 10 vién. Hop 1 vi, 3 vi
va 10 vi.

Co s& san xuét va Co s phén phéi:
CONG TY CO PHAN ]’)U’(_fc PHAM AMPHARCO U.S.A i
Khu céng nghiép Nhon Trach 3, Thj tran Hiép Phudc, Huyén Nhon Trach, Tinh Dong Nai

AW AMPHARCO U.S.A
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