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MIKAND 25

Levosulpiride..25 mg
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B¢ k9 hudng din sirdyng trude khi diing

b viEN cHUA:
R Ak T 25 mg ©f xa tim tay tré em
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Chi dinh, Iigu ding. cich ding, chiing chl djnh v Han diing:
e thdng tin khlc wem 1 uing dln sirdung.
T e i CONG TY CP - TH DUGE PHEM DONG NAM
2 LA 2A, Dudng 1A - KEN T Tao, RTAn Tao A,
Bio quin: Nof khb, nhit 80 dudi 30°C, Lrdnh dnh sdng. 0. Binh T&n - TRHE CW Minh - Vit Nam
Be mtnom GMP - WHO
Levosulpiride 25 mg
Hép 3 vix 10 vién nén |
EACH TABLET CONTAINS: Fead lestlel carefully before use ‘
LevOsulplide.— e -25mg Keepoutof reach of children | \
Excipients §.5..-.| per 1 tablet i i
Indication, dosage, instruction and contra-indication: !’lM M!J] !I" MJ
See in the leaflet 3 1

Specification: In-house
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MIKAND 25

Levosulpiride..25 mg
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Levosulpiride 25 mg

MIKAND 25

WHQO - GMP

Bax af 10 blisters x 10 tablets

Do kg huing o Ba s dung trude kbl ding

yalis VIEN CHOR: DF xa U tay trd em
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EACH TABLET CONTAINS:

Levosulpiride ... 25 mg
Exciplents q.5......., per 1 tablet
Indication, desage, Instruetion and contra-Indication:

See i the leaflet
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Store In a dry place, below 30°C, protect from light.
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TO HUONG DAN SU DUNG THUOC
Rx Thude nay chi dimng theo don thube
MIKAND

Vién nén

Pé xa tm tay tré em
Poc ki huéng din sit dung trude khi ding

THANH PHAN CONG THUC THUOC:

MBi vién Mikand 25 chira : 52076255
Thanh phan duoc chat: /‘5;3;} NS
ir L /Q ~ Ak ':.\;' '
Levosulpiride ....c.cceerececurcercesessesessesiese s 25 mg _,:-‘:-,-_;‘f—\“”“_’,”'-5 AN\
5 ;I [ [ SANTUAT- THUONG MAT\ o}
Thanh phan 16 duye: (.‘%, ANXUAT- THUONG MAT\ o}

Awl  ougCPHAM |||
Lactose monohydrat, Microcrystalline cellulose (Avicel) 102, Natri lali'l\'-__’i&i}_smﬂ Rowid (

K30, Talc, Primellose, Colloidal silicone dioxyd (Aerosil) 200, Magnesi stegiat. / @\\3
Mbi vién Mikand 50 chira ; . rees
Thanh phén duoe chdt:

LevosaImite cnsnnmnmmisasionsssiss IV BIE

Thanh phan td dioe:

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

MO TA SAN PHAM:

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

Vién Mikand 50 : Vién nén dai mau (ring dén (rang ngd, mét tron - mét c6 chit DNP.

CHI PINH:

Di&u trj tim than phan liét cAp vA man tinh & ngudsi 16n va tré em trén 14 tudi.

HO trg diéu trj ngdn han cée trigu chimg rbi loan tiéu hoa: kho tiéu, chuéng byng, khé chiju ving
thuong vi, ¢ néng, ¢ hoi, budn ndén, non.

CACH DUNG, LIEU DUNG

Cich dimg : Ding dudng udng.

Liéu ding

Diéu tri tam than phdn li¢t 6 nguoi [6m va tré em trén 14 tu6i: Lidu khoi dau 200 - 400 mg, chia hai
lan moi ngay. Téng liéu néu can thiét. Bénh nhan chi yéu la tich cuc, tai da 1,2 g/ngay. Bénh nhin
chu yéu 13 tiéu cue, t6i da 800 mg/ngdy. Bénh nhén c6 triéu ching tich cuc va tiéu cyc hén hop :
Ligu thong thuwdng tir 400 - 600 mg, chia hai l4n moi ngay.

H3 tro diéu tri cde triéu chimg réi loan tiéu hoa chike nang: Ngudi lén ubng 50 mg x 1 lan/ngay (1
vién Mikand 50 hodc 2 vién Mikand 25). Udng truée bita dn.

Hodc theo huéng din cia béc si.

Cic doi tirgng dic biét

Newoi cao tudi » Can diéu chinh lidu phit hop véi nhém bénh nhén nay.

Bénh nkén suy than : Can giam lidu hodc ting thoi gian giira cde lan dimg thudc tly vao do thanh
thai creatinin, Trudng hop suy thin ndng va vira, khéng nén ding levosulpiride.

Tré em : Khong ding thude cho tré em dudi 14 tudi.

CHONG CHI PINH

Qué min v&i levosulpiride hodic vdi bét ki thanh phén nao cua thube.
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Phu nit mang thai va ¢ kha nang mang thai.
Tré em dudi 14 tudi.
Bénh nhan bi ton thirong nhu déng rudt, bénh nhan bi xuét huyét da day rudt, réi loan nhu dong rudt
hay kha ning thim thiu.

Tang sic tb t& bao c6 thé géy ting hu}lct ap do phdng thich catecholamine tir khéi u. ==
,-/ 02024762

Tang cam gidc khdng dung nap thude.
NG TY COP J,;I'\"

SANXUAT - THONG WAl \ o)
Bénh nhén bénh vii cap tinh - dy 1 sy twrong quan gifra sy ting tiét prolactin va,foanﬁsuagﬂélﬁg' v"pq

thudmg gap khi ding thude hudng than.
CANH BAO, THAN TRONG KHI DUNG THUOC
Bénh nhén ting huyét ap.

Pong kinh, hung cam va loan tdm than hung - trAm cam.

Tré em (vi 6 hoi chfmg ngoai thap x4y ra, nén than trong tranh sir dung thude qua lidu).

Bénh nhén lon tudi : Thude duoc dao thai qua thin. (J bénh nhén suy giam chirc néing than va ngudi
[6n tubi, ndng do ciia thude trong huyét thanh c6 thé ting cao. Can luu ¥ y khi sur dung thude cho céc
bénh nhdn nay vi ¢6 thé xay ra céc tic dung phu (hdi chimg ngoai thap, ...) va can didu chinh lidu va
56 lan ding thude.

Bénh nhan méc bénh 1am giam kha ning ghi nhé, néi va suy ludn (sa sat tri tué).

Nguy co dot quy néo, hodc rdi loan tim va/hogic tudn hoan.

Hoi chiing QT kéo dai, huyét khdi vi cac loai thude levosulpiride lién quan dén sir hinh thanh cuc
méu dong trong cac tinh mach.

Hoi chimg 4c tinh than kinh ¢o kha nang gy tr vong: Trong trudmg hop sbt cao khong 3 nguyén
nhén, nghiém trong cing co, rbi loan vén déng, db md hoi nhidu, nhip tim nhanh, huyét 4p thay abi
hogc mat y thire bat bugc phai ngimg didu tri va lidn hé ngay véi béc si, vi ddu hidu nay c6 thé 13 mot
trong nhitng yéu td ctia hoi chimg 4c tinh thin kinh.

Trong thuic cd chika té dwoc:

Lactose monohydrat: Bénh nhén méc cac rbi loan di truyén hiém giip v& dung nap galactose, ching
thiéu hut lactose Lapp hoiic réi loan hap thu glucose — galactose khong nén sit dung thude nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Khong dimg thuéc cho phy nit ¢6 thai va cho con bu.

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

Thudc ¢ thé gdy budn ngi, ngi mé va rdi loan van dong nén khéng dung thudc cho ngudi van hanh
may moc va lai xe.

TUONG TAC, TUONG KY CUA THUOC

Téc dong ciia thude trén nhu ddng rudt abi khdng vdi tic dong clia céc thude dbi giao cam (atropin,
methylscopolamine, ...), thudc gy mé va thube giam dau, vi thé khéng nén phdi hop chung cdc
thudc v6i nhau.

Vi thue lam mét céc ddu hidu qud lidu ctia c4c thuée nhém di gital: budn ndn, nén, biéng &n. Can
theo ddi can than khi chi dinh thude cho céc bénh nhan dang diéu tri véi thube digital.

Str dung két hcrp dong thdi véi benzamid (metoclopramid, tiaprid,...) dé gy viém luyen ndi tiét va
hi chimg ngoai thap. Vi thé, can theo ddi bénh nhan cdn thin va than tron g khi phéi hop cac thudc
nay.

Cén dic bidt luu ¥ y khi str dung dong thdi v6i cée thube hudng tAm thin dé tranh céc tac dong phy do
twong téc thude.

Khéng diing chung thube véi ruou.
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Poéi khi gdy mat kinh, tang tiét sira, chiing vii to & dan 6ng, khat nuoce, dau da day, budn nén, ndn,
tidu chay va tdo ban, sbt, mét moi, budn nga, ué oai, chéng mat va mét thing béng.

Cao huyét &p c6 thé xay ra.

Hiém khi bj run, cimg ludi, khé thé, 1iét dwong, phat ban hay phi.
Rét thwong gdp (ADR > 1/10)

Buédn ngii, mat cam gidc, té.

Thwrong gap (ADR < 1/10)

Chong mat. /! D‘! Y COPHARN "\
It géip (ADR > 1/1000) ~= AN J'Iar ;{TM GHAN léf ]
Thay dbi nhip tim (kéo dai khoang QT, loan nhip thét nhur xoén dinh, nhip nhanh @hﬂff,, rung thqg g J
ngung tim. 2N
Hiém gap (ADR = 1/10.000) \ TS

Budn ngu, cac triéu chimg tuong tir nhw biéu hién cia bénh Parkinson nhu run, cling vi méit én dinh
tur thé, rdi loan vén dong, loan truong luc co, bdn chdn va cdc it dong khéng chu ¥ ¢6 chu dich.

Réi loan than kinh tr cha (46 md hoi, xanh xao, cém gidc ngat xiu, huyét 4p, nhip tim chim). Trudng
hop dot tor.

Khéng xdc dinh

Hoi chimg thin kinh 4c tinh, vé kinh, nit hoa tuyén va, cam gide cing & vl & nam, bénh xudt huyél.
Thay déi ham muén tinh duc.

Hinh thanh cuc mau dong (huyel khoi tinh mach), dac biét 13 & chan (cdc triéu chimng bao gdm sung,
dau, d6 chén), ¢6 thé di chuyén dén phdi va giy dau ngye, kho tho.

Tri¢u chimg ngoai thap, tdng prolactin mau.

QUA LIEU VA CACH XU TRi

Khi ding thude qua liéu ¢ thé ¢6 cac tricu chirng réi loan ngoai thap va ri loan gidc n ou.

Khi xay ra qué liéu thong bdo ngay v6i bc si didu tri va lién hé vai trung tAm y (& gan nhat d& xtr ly.
PAC TINH DUGC LUC HQC

Nhém duge Iy: Thube chéng loan thin.

Ma ATC: NOSALO7

Levoqulpmde ddi khang chon loc thu thé Dopamine D2 hoat dong trén ca 2 cdp trung wong va ngoai
vi, lam tang nhu ddng rudt va da day. Hon nita né lam ting co thit thye quan dudi tir d6 kich thich

nhu dng rudt, ddy nhanh tién do lam sach da day va gidm triéu chiing diy hoi khé tiéu, ¢ chua, ndn,
trao nguoc thuc quén.

PAC TINH DUQC DONG HOC

Levosulpiride hap thu chim qua dudng tiéu hoa khoéng 25% - 30%. Nong do dinh dat duge tir 3 - 4
gi0 sau khi udng. Phén bé nhanh vao cdc mé qua duogc sita me nhung qua hang rdo méu ndo kém.
Thubc lign két véi protein huyét trong thip < 40%. Thude thai trir qua nude tieu va phéan dudi dang
chua chuyén héa.

Thoi gian bén thai cia thude khoang 7 - 9 gio.
QUY CACH PONG GOI
Vi 10 vién, hép 3 vi, hép 6 vi va hop 10 vi.
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P {%EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu kién bdo quan: Noi kho, nhiét d6 duéi 30°C, tranh 4nh séng.
Han ding;: 36 théng ké Lir ngdy san xuét.

Thude sén xuit theo TCCS.

TEN, DIA CHI CUA €O SG SAN XUAT THUOC

T CONG TY €O PHAN SAN XUAT - THUGNG MAI DUGC PHAM DONG NAM
L L& ZA, Budng 1A - KON Tan Tao. P.Tan Tao A, Q.Binhk Tan - TP.HCM
DT: (028) 3754.1748, (028) 3754.1749; FAX: (028} 3754.1750.

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

4/4



