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K30, Talc, Primellose, Colloidal silicone dioxyd (Aerosil) 200, Magnesi st

su}féy (PWQGM (PVP)
?:q“ﬁ}-u}_ ~ —% r**“
MBbi vién Mikand 50 chira : e

Thanh phffn dirge chat:

Levosulpiride ......cccccocveeieeiercieeireeeecrecse e seaenne 50 mg

Thanh phdn ta duwoe:

Lactose monohydrat, Microcrystalline cellulose (Avicel) 102, Natri lauryl sulfat, Povidone (PVP)
K30, Talc, Primellose, Colloidal silicone dioxyd (Aerosil) 200, Magnesi stearat.

MO TA SAN PHAM:

Vién Mikand 25 : Vién nén tron mau tring dén tring nga, hai mjt tron.

Vién Mikand 50 : Vién nén dai mau trang dén tring nga, mit tron - mit 6 chit DNP.

CHI PINH:

Diéu tri tdm than phan liét ¢ip va man tinh & ngudi 16n va tré em trén 14 tudi.

HB trg didu trj ngén han céc tridu chiing rdi loan tiéu hoa: kho tiéu, chuéng bung, kho chiu ving
thuong vi, ¢ ndéng, ¢ hoi, budn non, ndn.

CACH DUNG, LIEU DUNG

Céch ding : Dung dudng ubng.

Liéu ding

Diéu tri tdm thén phan ligt ¢ ngm;rr lom v iré em trén 14 tuoi: Liéu khoi dau 200 - 400 mg, chia hai
lan moi ngdy. Tang lteu néu can thiét. Bénh nhan chi yeu 14 tich cuc, thi da 1,2 g/ngay. Bénh nhén

chu yeu 1a tiéu cuc, t6i da 800 mg/ngay. B:;nh nhan ¢6 triéu chimg tich cyre va tiéu cyc hdn hop :
Liéu théng thudng tir 400 - 600 mg, chia hai lin mdi ngay.

H& trg diéu tri cdc triéu chimg roi loan tiéu hba chire ning: Ngudi 16n udng 50 mg x 1 lan/ngay (1
vién Mikand 50 hogc 2 vién Mikand 25). Uong trude bira an.

Hoic theo hudng dan ciia béc si.

Cdc ddi twgng diic bigt

Nguoi cao tudi : Can didu chinh liéu phit hop v6i nhém bénh nhan nay.

Bénh nhdn suy than : Can giam lidu hofic tang thoi gian gitta céc lan ding thuée tily vao dé thanh
thai creatinin. Trudong hop suy thdn ndng va vira, khong nén dung levosulpiride.

Tré em : Khong dimg thude cho tré em dudi 14 tdi.

CHONG CHI PINH

Qué min véi levosulpiride hodic véi bat ky thanh phin ndo ctia thube.
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Phu nir mang thai va c6 kha niang mang thai.
Tré em dudi 14 tui.
Bénh nhén bj tén thuong nhu dong rudt, bénh nhén bi xuft huyét da day rudt, rbi loan nhu dng rudt
hay kha néing tham thau.
Ting séc tb té bao c6 thé gdy ting huyét 4p do phéng thich catecholamine tir khéi u.
Téng cam gidc khong dung nap thudc.
Déng kinh, hung cam va loan tdm than hung - tram cam.
Bénh nhén bénh vii cép tinh - ddy 1a sw trong quan gita sy ting tiét prolactin va loan san té bao v
thuong gip khi ding thudc hudng than.
CANH BAO, THAN TRONG KHI DUNG THUOC 220
Bénh nhén ting huyét ap. / %/, @ NG 1 COpANN
Tré em (vi ¢6 hoi chitng ngoai thp xay ra, nén thin trong trénh sir dung thude &u& ’héé : ””.] s ai)

B¢nh nhén lén tudi : Thude duge dao thai qua than. 0 bénh nhan suy giam chir gm H: wdn,
16n tudi, ndng d6 cta thude trong huyét thanh c6 thé ting cao. Cin huu ¥ khi sir %
bénh nhén nay vi ¢6 thé xay ra cac tac dung phu (hoi chimg ngoai thap, ...) va can
sb 1an ding thudc.

Bénh nhan méc bénh lam giam kha ning ghi nhé, néi va suy luan (sa st tri tug).

Nguy co dét quy ndo, hodc réi loan tim va/hodc tuan hoan.

Hai chimg QT kéo dai, huyét khdi vi cac loai thude levosulpiride lién quan dén sy hinh thanh cuc
mau dong trong cac tinh mach.

Hbi chimg éc tinh thén kinh c6 kha néng gay tir vong: Trong trudng hop sdt cao khéng rd nguyén
nhén, nghiém trong cling co, rdi loan van dong, dd md hoi nhidu, nhip tim n[\anh, huyét ap thay doi
hodc mét y thirc bt bude phai ngimg didu trj va lién hé ngay vai bac si, vi ddu hiéu nay ¢6 thé 12 mot
trong nhitng yéu t& ctia hdi chitng &c tinh than kinh.

Trong thubc cé chira td dwpe:

Lactose monohydrat: Bénh nhén mic céc rdi loan di truyén hiém gip vé dung nap galactose, chimng
thiéu hyt lactose Lapp hodc rdi loan hap thu glucose — galactose khong nén sir dung thude nay.

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

Khéng ding thudc cho phu nif c6 thai va cho con bi.

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc c6 thé gay budn ngt, ngt mé va réi loan van dong nén khong ding thubc cho ngudi van hanh
mdy moc va lai xe.

TUONG TAC, TUONG KY CUA THUOC

Téc dong cua thude trén nhu 6ong rudt dbi khang véi tac dong cua céc thude dm giao cam (atropin,
methylscopolamine, ...), thubc gy mé va thudc giam dau, vi thé khong nén phéi hop chung céc
thuoc véi nhau.

Vi thudc 1am mét céc ddu hiéu qua lidu clia céc thube nhom digital: budn nén, nén, biéng &n. Can
theo d6i cén than khi chi dinh thudc cho cac bénh nhan dang diéu trj véi thude digital.

Sir dung két hop dong thoi véi benzamid (metoclopramid, tiaprid,...) d& gdy viém tuyén ndi tiét va
hdi chimg ngoai thap. Vi thé, can theo d&i bénh nhén cin than va than trong khi phdi hop cac thude
nay.

Cén diic biét luu ¥ khi sir dung ddng thai véi cée thube hudng tAm than dé tranh cac tic dong phu do
tuong tic thude.

Khong ding chung thude véi rugu.
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TAC DUNG KHONG MONG MUON CUA THUOC

Poi khi gdy mét kinh, ting tiét sita, chimg vii to & dan éng, khat nuée, dau da ddy, budn nén, non,
tiéu chay va tio bén, sbt, mét mdi, budn ngi, ué oai, chéng mat va mét thing bing.

Cao huyét 4p co thé xay ra.

Hiém khi bi run, ctrng ludi, kho thd, liét duong, phét ban hay phil,
Réit thuong gdp (ADR > 1/10)

Budn ngt, mit cam gidc, té. -
Thiong gip (ADR < 1/10) 02476255

Chéng mit. _'__f__-'_.-"..;:'.-nl;.'* COPHA m
It gap (ADR > 1/1000) B L ™ o).
% .y v & . : . el UOCPHA | R
Thay doi nhip tim (kéo dai khoang QT, loan nhip that nhu xodn d’mh,.l‘-_amp nﬁq.nh, t]{lég, fung thit),
5 4 \ @ i? i .\qr X =/
ngung tim. SNA N ,./;f-e‘:ji-/
Hiém gap (ADR > 1/10.000) Ny e~

Budn ngu, céc triéu chimg twong ty nhu biéu hién cia bénh Parkinson nhu run, cimg va mét 6n dinh
tu thé, rbi loan vin ddng, loan trvong lyc co, bdn chdn va cée cir ddng khéng chu ¥ ¢ chi dich.

R&i loan than kinh tu chit (46 md hai, xanh xao, cam gidc ngét xiu, huyét dp, nhip tim chim). Trudng
hop dot tur.

Khing xdc dinh

Hoi chimg than kinh 4c tinh, v6 kinh, nit h6a tuyén vii, cdm gidc cang & vii & nam, bénh xuft huyét.
Thay d6i ham muén tinh duc.

Hinh thanh cuc méu déng (huyét khéi tinh mach), dic biét 1a & chan (céc triéu ching bao gdm simg,
dau, do chan), c6 thé di chuyén dén phoi va gdy dau ngyc, kho tho.

Tri€u chirng ngoai thap, ting prolactin mau.

QUA LIEU VA CACH XU TRi

Khi ding thudc qua liéu c6 thé ¢6 céc trigu chimg rdi loan ngoai thép va rdi loan gidc ngu.

Khi xay ra qua lidu théng bdo ngay v6i béc si diéu tri va lién hé vdi trung tdm v té gan nhét dé xir 1y,
PAC TINH DUQC LUC HQC

Nhém duge 1y: Thube chéng loan than.

Mid ATC: NOSALO7

Levosulpiride d6i khéng chon loc thy thé Dopamine D2 hoat dong trén ca 2 cdp trung wong va ngoai
vi, lam ting nhu dong rudt va da day. Hon nira né lam tang co that thue quan dudi tir do kich thich
nhu dng rudt, diy nhanh tién d6 lam sach da day v giam triéu chimg day hoi khé tiéu, ¢ chua, nén,
trao ngugc thye quan,

PAC TINH DUQC PONG HQC

Levosulpiride hp thu chim qua dudng tiéu héa khoang 25% - 30%. Nong 49 dinh dat dwoc tir 3 - 4
git sau khi udng. Phén bd nhanh vao céc mé qua dugc sira me nhung qua hang rdo mdu nio kém.
Thute li€n két v6i protein huyet tuong thap < 40%. Thude thai trir qua nude tiéu va phin dudi dang
chua chuyén hoa.

Thoi gian bén thai cia thude khoang 7 - 9 gid.

QUY CACH PONG GOI1

Vi 10 vién, hop 3 vi, hdp 6 vi va hop 10 vi.
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PIEU KTEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Dicu kién bao quan: Noi khd, nhi¢t d§ dudi 30°C, tranh anh sang.
Han ding: 36 thang ké tir ngay san xuat.

Thudec san xuit theo TCCS.

TEN, BIA CHi CUA €O SO SAN XUAT THUOC

=) CONG TY CO PHAN SAN XUAT - THUONG MAI DUGQC PHAM DONG NAM
| L5 2A, Budmg 1A - KCN Tan Tgo, P.Tén Tao A, Q.Binh Téan - TP.HCM
el DT: (028) 3754.1748, (028) 3754.1749; FAX: (028) 3754.1750.

CONG TY CO PHAN SAN XUAT - THUONG MAI
DUQC PHAM PONG NAM

—

4/4



