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Levosulpiride 25 mg 

Box of 6 blisters x 10 tablets 

Doc ky huéng din str dyng tude khi ding 

Specification: In-house 

Store in a dry place, below 30°C, protect from light. 
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MIKAND 25 
Oi VIEN CHUA: 
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MIKAND 25 Read leaflet carefully before use 
EACH TABLET CONTAINS: Keep out of reach of children \ 

LeVosulpiride..nnmnn@5 MG 

Exciplents q.5......per 1 tablet 

Indication, dosage, Instruction and contra-Indication: 

See in the leaflet 

‘Specification: In-house 

Store ina dry place, below 30°C, protect from light. 
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TO HUONG DAN SU DUNG THUOC 
Rx Thuéc nay chi ding theo don thuéc 

MIKAND 

Vién nén 

Dé xa tim tay tré em 

Doc ky huéng dan sir dung truéc khi ding 

THANH PHAN CONG THUC THUOC: 

Moi vién Mikand 25 chita : a 

Thanh phan dwoc chat: aa 

Levosulpiride .......ceeeceeccectcesesecececesetsesteeseetseaes 25 mg / , 
. Ro . xs /sanxuil- 1Hudl6 Mal “oli 

Thanh phan ta duoc. ‘Al SUOCPHAM | /| 

Lactose monohydrat, Microcrystalline cellulose (Avicel) 102, Natri lauryl sulfate Rowidl 

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

Méi vién Mikand 50 chira : 

Thanh phan duoc chat: 

Levosulpiride 00.0... cccsseccsssscscssesesessssensssssssessess 50 mg 

Thanh phan té duge: 

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 trang dén trang nga, hai mat tron. 

Vién Mikand 50 : Vién nén dai mau trang dén trang nga, mat tron - mat cé chit DNP. 

CHi DINH: 

Didu trj tam than phan liét c4p va man tinh 6 ngudi 1én va tré em trén 14 tudi. 

H6 tro diéu tri ngin han cac trigu chimg réi loan tiéu héa: kho tiéu, chuéng byng, kho chiu ving 

thuong vi, o néng, g hoi, budn nén, nén. 

CACH DUNG, LIEU DUNG 

Cach ding : Ding dudng uéng. 

Liéu ding 

Diéu ir} tam than phén ligt o nguoi lon ya tré em trén 1 4 tuéi: Lieu khot dau 200 - 400 mg, chia hai 

lan moi ngay. Tang licu néu can thiét. Bénh nhan chu yéu la tich cuc, toi da 1,2 g/ngay. Bénh nhan 

chi yéu IA tiéu cue, téi da 800 mg/ngay. Bénh nhan cé trigu chimg tich cyc va tiéu cy hén hop : 

Liéu thong thuong tir 400 - 600 mg, chia hai lan mi ngay. 

H6 tro diéu tri cde triéu ching réi loan tiéu héa chite nang: Ngudi lon udng 50 mg x 1 lan/ngay (1 

vién Mikand 50 hodc 2 vién Mikand 25). Udng truéc bira an. 

Hoe theo huéng dan cia bac si. 

Cac déi tong dic biét 

Newoi cao tudi : Can diéu chinh liu phd hop voi nhém bénh nhan nay. 

Bénh nhan suy than : Can gidm liéu hodc ting thdi gian gitta cdc lan dig thudc ty vao 46 thanh 
thai creatinin. Truong hop suy than nang va vita, khéng nén ding levosulpiride. 

Tré em : Khéng ding thudc cho tré em dui 14 tudi. 

CHONG CHI DINH 
Qué man véi levosulpiride hoc véi bat ky thanh phan nao ctia thudc. 
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Phu nt mang thai va co kha nang mang thai. 

Tré em dui 14 tudi. 

Bénh nhan bi tn thuong nhu déng rudt, bénh nhan bi xuat huyét da day rudt, réi loan nhu dong ruét 
hay kha nang tham thdu. 

Tang sac té té bao cé thé gay ting huyét ap do phong thich catecholamine tit khdi u. — 

Tang cAm gidc khéng dung nap thuéc. / 

Dong kinh, hung cam va loan tém than hung - tram cam. 

Bénh nhan bénh vi cap tinh - day 1a sy tuong quan gitta sy tang tiét prolactin ya 
thudng gap khi ding thuéc hudng than. 

CANH BAO, THAN TRONG KHI DUNG THUOC 

Bénh nhan ting huyét 4p. 

Tre em (vi cé hdi ching ngoai thap xay ra, nén than trong tranh str dung thudc qua liéu). 

Bénh nhan lon tudi : Thudc duoc dao thai qua than. O bénh nhan suy giam chitc nang than va nguoi 

16n tudi, néng dé cia thudc trong huyét thanh cé thé ting cao. Can luu y khi sit dung thudc cho cdc 

bénh nhan nay vi cé thé xAy ra cdc tac dung phu (héi ching ngoai thap, ...) va can diéu chinh liéu va 
36 lan ding thudc. 

Bénh nhan mac bénh lam giam kha nang ghi nhé, ndi va suy luan (sa sut tri tué). 

Nguy co dét quy nao, hodc réi loan tim va/hoac tudn hoan. 

H@i chttng QT kéo dai, huyét khdéi vi cdc loai thuéc levosulpiride lién quan dén su hinh thanh cuc 
mau déng trong cdc tinh mach. 

H6i chimng ac tinh than kinh co kha nang gay ti vong: Trong trudng hop sdt cao khong ro nguyén 
nhdn, nghiém trong cing co, réi loan van déng, dé m6 héi nhiéu, nhip tim nhanh, huyét ap thay adi 

hoac mat ¥ thire bat budc phai ngimng diéu tri va lién hé ngay véi bac si, vi dau hiéu nay cé thé 14 mét 
trong nhiing yéu té cua héi chimg dc tinh than kinh. 

Trong thuéc cé chira té dwoe: 

Lactose monohydrat: Bénh nhan mac cdc r6i loan di truyén hiém gap vé dung nap galactose, ching 
thiéu hut lactose Lapp hoa réi loan hap thu glucose — galactose khéng nén st dung thudc nay. 

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

Khong ding thudéc cho phy nif cé thai va cho con bi. 

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Thuédc cd thé gay buén ngi, ngi mé va réi loan van déng nén khéng ding thudc cho nguéi van hanh 
may moc va lai xe. 

TUONG TAC, TUONG KY CUA THUOC 
Tac d6ng cia thuéc trén nhu dong rudt adi khang véi tac déng cia cac thudc déi giao cam (atropin, 

methylscopolamine, ...), thuéc gay mé va thuéc giam dau, vi thé khéng nén phéi hop chung cdc 
thuéc véi nhau. 

Vi thudc lam mat cdc dau hiéu qua ligu cla cdc thuéc nhém digital: buén nén, nén, biéng an. Can 

theo doi can thin khi chi dinh thuéc cho cc bénh nhan dang diéu tri voi thudéc digital. 

Sir dung két hop déng thoi véi benzamid (metoclopramid, tiaprid, ...) dé gay viém tuyén ni tiét va 

héi chimg ngoai thap. Vi thé, can theo d0i bénh nhan can than va than trong khi phdi hop cac thudc 
nay. 

Can dic biét luu ¥ khi str dung déng théi véi cdc thudc hudéng tam than dé tranh cdc tac déng phy do 
tuong tac thudc. 

Khéng ding chung thuéc vi ruou. 
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Déi khi gay mat kinh, ‘tang tiét stra, chimg vi to 6 dan ong, khat nudc, dau da day, budn nén, nén, 
tiéu chay va téo bon, sét, mét mdi, budn ngu, ué oi, chéng mit va mat thang bang. 

Cao huyét dp cé thé xy ra. 

Hiém khi bi run, ctmg lui, khé tho, ligt dwong, phat ban hay phi. 

Rat thuong gdp (ADR > 1/10) 

Budn ngi, mat cam gidc, té. 

Thuong gdp (ADR < 1/10) 

Chong mat. 

It gap (ADR > 1/1000) ied |. OUGC Pha 

Thay déi nhip tim (kéo dai khoing QT, loan nhip that nhu xoan dinh, nhip nhanh xb Wy 
ngung tim. NS 

Hiém géip (ADR > 1/10.000) . 
Buon ngu, cdc triéu chimg tuong ty nhu biéu hién cia bénh Parkinson nhv run, ctmg va mat én dinh 

tu thé, rdi loan van d6ng, loan truong luc co, bén chén va cdc cit dong khong chi y cé chu dich. 

R6i loan than kinh ty chi (46 mé héi, xanh xao, cém gide ngat xiu, huyét 4p, nhip tim cham). Trudng 
hop dot tu. 

Khéng xdc dinh 

H6i chimg than kinh 4c tinh, v6 kinh, ntt héa tuyén vi, cam gidc cing & vii 6 nam, bénh xuat huyét. 

Thay d6i ham muén tinh duc. 

Hinh thanh cuc mau dong (huyét khéi tinh mach), dac biét 1a 6 chan (cdc trigu chimg bao gm sung, 
dau, d6 chan), c6 thé di chuyén dén phdi va gay dau nguc, khé the. 

Trigu chimg ngoai thap, tang prolactin mau. 

QUA LIEU VA CACH XU TRI 

Khi ding thudc qua liéu cé thé cé cae trigu chimng réi loan ngoai thap va r6i loan gidc ngu. 

Khi xay ra qua liéu thong bdo ngay véi bac si diéu tri va lién hé voi trung tam y té gan nhat dé xt ly. 

DAC TINH DUOC LUC HOC 

Nhom duge ly: Thudc chong loan than. 

Ma ATC: NOS5AL07 

Levosulpiride ddi khang chon loc thy thé Dopamine D2 hoat dng trén ca 2 cdp trung wong va ngoai 
vi, lam tang nhu dng rudt va da day. Hon nifa no lam tang co that thuc quan dusi tir d6 kich thich 
nhu dOng rudt, day nhanh tién d6 lam sach da day va gidm triéu chimg day hoi khé tiéu, 9 chua, nén, 
trao nguoc thuc quan. 

DAC TINH DUQC DONG HOC 
Levosulpiride hap thu cham qua duong tiéu hoa khoang 25% - 30%. Nong d6 dinh dat duoc tir 3 - 4 
gio sau khi udng. Phan bé nhanh vao cdc mé qua duge stta me nhung qua hang rao mau nao kém. 
Thudc lién két voi protein huyét tuong thdp < 40%. Thuédc thai trir qua nuéc tiéu va phan duéi dang 
chua chuyén héa. 

Thoi gian ban thai cua thuéc khoang 7 - 9 gid. 

QUY CACH DONG GOI 

Vi 10 vién, hdp 3 vi, hdp 6 vi va hép 10 vi.
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U KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC 

Dieu kién bao quan: Noi khé, nhiét d6 dudi 30°C, tranh Anh sang. 

Han dig: 36 thang ké tir ngay san xuat. 

Thuéc san xuat theo TCCS. 

TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

CONG TY C6 PHAN SAN XUAT - THUONG MAI BUGC PHAM DONG NAA 

L6 2A, Duong 1A - KCN Tan Tao, P.Tan Tao A, Q.Binh Tan - TP.HCM 

DBT: (028) 3754.1748, (028) 3754.1749; FAX: (028} 3754.1750. 

CONG TY CO PHAN SAN XUAT - THUONG MAI 

DUGQC PHAM DONG NAM 

Tong Gidm Déc 
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