Rx
Maxdotyl" €D

oThudc nay chidung theo don thuéc.

e Docky huéng dan sitdung truéckhidung.

eDéxatamtaytréem.

o Tohuéng dan stirdung néu tém tit cac thong tin quan trong ciia thuée.
Né&u can thém théng tin, xin hdiy kién bacsyhoac dugcsy.

THANH PHAN CONG THUC THUOC: Mbi vién nang cling chira:

Thanh phan dugc chat: Sulpirid 50 mg.

Thanh phan ta dugc: Lactose, Talc, Magnesi stearat, Natri lauryl sulfat, Nang
cling gelatin (s6 4).

DANG BAO CHE: Vién nang cting.

M6 ta dac diém bén ngoai ctia thudc: Vién nang ciing s6 4, ndp nang mau
trdng - than nang mau trdng. Bén trong chita bot thudc mau tréng, déng
nhajttrong cung moétlé.

CHIPINH:

-Diéu tri triéu chiing lo au & ngudi 16n trong trudng hgp khéong dap ing véi
cacdiéutrithong thudng.

- Cac r6i loan hanh vi néng (kich dong, tu lam tén thuong, bit chudc) & tré
trén 6 tudi trong hoi chimg tuky.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc ding liéulugng trong don thudc.

*Nguoilén:

Diéutrichimnglo au cdptinh &ngudildn trong trudng hgp khong dap ing vai
cacdiéutrithong thudng:Liéu dung hangngay tir50 - 150 mg trong 4 tuan.
*Tréemtrén 6 tudi:

R&i loan hanh vi ndng (kich déng, tulam tén thuong, bat chudc) & tré trén 6
tuditrong hdi chiing tuky: Liéu dung hang ngay tir5 - 10 mg/kg.
*Ngudi cao tudi:

Liéu dung cho ngudi cao tudi cling giéng nhu véi ngusi Ién, nhung liéu khéi
daubao gidciing thap réitang dan.

Liéu khaiddu 50— 100 mg/lan, ngay 2 1an, sau téng dan dén liéu c6 hiéu qua.
*Nguoisuy than:

Phai gidam liéu dung hoéc tdng khoang cach gilra cac lan dung thudc tuy
thudcdé thanh thaicreatinin.

-D¢ thanh thai creatinin 30 - 60 ml/phtt: Dung liéu bang 2/3 liéu binh thudng.
-D¢ thanh thai creatinin 10 - 30 ml/phit: Dung liéu bang 1/2 liéu binh thudng.
-Dd thanh thai dudi 10 ml/phut: Dung liéu bang 1/3 liéu binh thudng.

Hodc c6 thé tang khoang cach gitia cac liéu bang 1,5; 2 va 3 1an so véi ngusi
binh thudng.

Tuy nhién, trudng hgp suy than vira va ndng khéng nén dung sulpirid, néu
c6thé.

Cachdung:

-Dung udng, nén bat dau véiliéu thap nhat va tang dan khi can thiét.

- Trudng hop quén uéng mot liéu dung: Hay uéng ngay khi nhé ra. Néu thoi
gian gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thuding 1&. Khéng dung liéu gap doi dé bu vao liéu da quén.
-Trudng hop uéng qua nhiéu vién thuéc: Hay gap ngay bac sy hodc tgi khoa
Hai stic - Cap ctiu clia bénh vién gan nhat.

CHONG CHiDINH:

-Quaman vdi sulpirid hodc bat cirthanh phan nao ctia thudc.
-Utdythugngthan.

-R&iloan chuyén héa porphyrin cap.

-Trang théi than kinh trung uang bi tc ché, hén mé, ngd doc rugu va thudce
tcchéthankinh.

-Cacuphuthudc prolactin (nhuu tuyényén vaung thuva).

- Két hgp v6i cac thuc mequitazin, dopamin, thuéc tri bénh Parkinson
(cabergolin, quinagolid, rotigotin), citalopram va escitalopram.

-Tréem dudi 6 tugi. i
CANHBAOVATHANTRONG KHIDUNGTHUGC:

- Phaithan trong khi dung sulpirid vi thudc cé thé gay ra hdi chimg ac tinh do
thudc an than. Trong khi diéu tri, néu thdy s6t cao khéng ré nguyén nhan,

phai ngling thudc ngay vi sét cao c6 thé 1a mét biéu hién clia héi chiing 4c
tinhdothuécanthan.

- Sulpirid géy kéo dai khoang QT, phu thuéc theo liéu dung. Tac dung nay
lam tang nguy co loan nhip tim nang dic biét 1a xodn dinh, nhat 1a khi c6
nhip tim cham < 55 nhip/phut, gidm kali huyét, khodng QT dai bdm sinh hay
mac phai (do phéi hgp véi mét thudc khac lam tang khodng QT). Trudc khi
dung sulpirid, néu c6 thé, phai loai trir cac yéu t6 trén, nén lam thém dién
tamdo.

- Phaithan trong khi dung sulpirid cho ngudi cao tudi, dac biét khi bj sa sut
tri tué, khi c6 cac yéu t6 nguy ca tai bién mach mau néo vi dé bi ha huyét ap
thé ding, dé nga, buén ngl va tac dung ngoai thap. Nguy co ti vong
thudng tdnglén khidung cac thuéc chéngloan than nhém tudinay.

- Phai theo déi glucose huyét cho ngudi déi thdo dudng hodc cé nguy co dai
théo dudng khibat dau diéu trj sulpirid.

- Trong cac trudng hgp suy than, can gidm liéu sulpirid va tdng cudng theo
doi.Néu suy than ndng, nén diéu tri tiing dot gian doan.

-Cantang cudng theo déi cac ddi tugng sau:

+Ngudi bi dong kinh vi c6 kha ndng nguéng co giat bi ha thap.

+ Ngudi uéng rugu hodc dang dung cac loai thudc chira rugu vi lam tang
budn ngu.

+ Ngudi bi hung cdm nhe, sulpirid liéu thap c6 thé lam cac triéu ching ndng
thém.

- Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym
Lapp lactase hodc kém hap thu glucose-galactose khéng nén dung thudc nay.
Strdung thuéc cho phunircé thaivacho conbu:

- Thai ky mang thai: Duy tri can bang vé tam Iy cho ngudi me suét thai ky
mang thai I3 diéu can thiét. Néu can phai dung thuéc dé duy tri su can bang
d6, phéi cho dung thudc hodc tiép tuc dung thudc vdi liéu cé hiéu qué subt
thdi ky mang thai. Theo di cac ngudi me mang thai dung thudc chua thay
tac dung dj tat dac biét nao do sulpirid. Mac du chua c6 trudng hgp nao
dugc mo ta &tré so sinh, nhung vé ly thuyét néu tiép tuc dung vao giai doan
cudi ctia thai ky, nhat la dung liéu cao sulpirid cé thé gay: Tim nhanh, tdng
kich thich, truéng bung, cham ra phan xu, tang truong luc cg, run, ngu. Do
d6, sulpirid c6 thé dung bt ctr giai doan nao trong thai ky mang thai. Phai
theo déitré sgsinh dé phat hién cac trieu ching ké trén.

- Théi ky cho con bu: Sulpirid phan bé vao sita me vdi lugng tuong déi lén
va c6 thé gay phan (ing khong mong mudn déi vai tré ba me. Vi vay phu nir
dang choconbu khong nén dung hoac ngu‘ng choconbuinéudungthudc.
Anhhuéng ctia thudclén kha nang laixe, van hanh may méc:

Thuéc c6 thé gay buén ngq, vi vay khéng dung khilai xe hoac van hanh may
moc.

TUONGTAC, TUONGKY CUATHUGC:

Tuongtacchathudc:

- Chéng chi dinh dung sulpirid véi cac thuéc mequitazin, citalopram,
escitalopram: Gia tdng nguy coloan nhip that, bao gém xodn dinh.

-Thuéc cht van dopamin khéng khang Parkinson (cabergolin, quinagolid,
rotigotin) chéng chidinh phéi hop véi sulpirid vi di khang lan nhau.

- Thudc chl van dopamin khang Parkinson: Amantadin, apomorphin,
bromocriptin, entacapon, lisurid, pergolid, piribedil, pramipexol, ropinirol,
selegilin: DSi khang 1an nhau gitta dopamin va thudc an than. Thudc
dopamin cé thé gay hodc lam nang thém cac réiloan tam than. Trong trudng
hop cén thiét phai diéu tri thudc an than cho ngudi bi bénh Parkinson dang
dung thudc chti van dopamin, phai gidm dan liéu thuéc dopamin cho téi khi
nguing h&n (néu ngiing thudc nay dot ngot, co nguy ¢ bi hoi chiing 4c tinh
dothuécanthén).

-Thudcan than: Cac dén chat ctia morphin (gidm dau, chéng ho, diéu tri thay
thé), thudc an than, barbiturat, benzodiazepin, thuéc gidi lo au ngoai
benzodiazepin nhu meprobamat, thuéc gay ngu, thuéc chéng tram cdm an
than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), khang
histamin H, gay ngd, thudc huyét ap trung tam, baclofen, thalidomid khi
ph6i hgp lam téng tac dung Uc ché hé than kinh trung uong va lam gidm
tinhtinh tao, ha huyétap.

- Thudc 6 khd nang gay xodn dinh chl yéu céc thudc chéng loan nhip loai
la (quinin, hydroquinidin, disopyramid) va Ill (amiodaron, sotalol, dofetilid,
ibutilid) va cac thuéc khac nhu bepridil, cisaprid, diphenamil, erythromycin
tiém tinh mach, mizolastin, vincamin tiém tinh mach, moxifloxacin, spiramycin
tiém tinh mach: C6 nguy calam tang réiloan nhip tim, dac biét xoan dinh.

- Thuéc an than khac c6 thé gay xoén dinh: Amisulprid, clorpromazin,
cyamemazin, droperidol, haloperidol, levomepromazin, pimozid, pipotiazin,
sertindol, tiaprid, veraliprid: Tang nguy co r6i loan nhip that, dac biét xodn
dinh.

-Sucralfathodc cac thuéc khang acid c6 chitanhém hodc magnesi hydroxyd
lam gidm hdp thu sulpirid. Vi vay, nén duing sulpirid sau khi uéng cac thudc
khéang acid khodng 2 iy dé tranh tuong tac.

- Lithi: Lam tang kha nang gay réi loan ngoai thap ctia sulpirid c thé do lithi
lam tang kha nang gén sulpirid vao thu thé dopaminergic D, 8 ndo.

- Levodopa: D3i khang canh tranh vdi sulpirid va cac thuéc an than, vi vay
chéng chi dinh phéi hgp sulpirid véi levodopa. C6 thé dung liéu thap nhat
c6 hiéu qué hai thuéc dé cho ngudi bi bénh Parkinson.

- Rugu: Lam tang tac dung gdy ngu ctia thudc, vi vay tranh uéng rugu va cac
thiic uéng 6 rugu trong khi dung sulpirid. Mat tinh tao khi ldi xe, van hanh
may moc.

-Thudc chen beta trong suy tim (bisoprolol, carvediol, metoprolol, nebivolol):
Tang nguy co r6i loan nhip that, dac biét xodn dinh. Can theo di lam sang,
dién tam do.

-Thudc lam gidm kali huyét: Cac thuéc Igi tiéu giam kali huyét, thuéc nhuan
trang kich thich, glucocorticoid, tetracosactid, amphotericin tiém tinh mach
lam tang nguy co'réiloan nhip that, ddc biét xodn dinh. Can diéu trj gidm kali
huyét trudc khi cho dung sulpirid va theo di lam sang, dién tam dé va dién
giaido.

Tuong ky cGia thudc:

Do khéng cé cac nghién cdu vé tinh tuong ky clia thuéc dung dudng uéng,
khéng tron lan thudc nay véi cac thudc khac.

TACDUNG KHONG MONG MUGN CUATHUOC:

Sulpirid dung nap tét. Khi dung liéu diéu tri, tic dung khéng mong muén
thudng nhe hon cac thuéc chéng loan than khac.

Bang témtat cactacdung khéng mong muén:

Cac co quan | Tan suat (¥) Cac phan iing khéng mong muén
Thankinh Thuong gdp | Matngthodc buén nga.
ftgdp Kich thich qua muc, héi ching ngoai thap
(ngdi khéng yén, veo c6, con quay mat), hoi
chuing Parkinson.
Hiém gdp |Loan van dong mudn, hdi ching sét cao ac
tinhdothuécanthan.
Noi tiét Thuong gdip | Tang prolactin mau, tang tiét sia, réi loan
kinh nguyét hoacvé kinh.
Hiém gdp |Chimngvitoddanoéng.
Timmach Itgdp Khoédng QT kéo dai (gay loan nhip, xoén dinh).
Huyétap Hiém gdp |Ha huyét &p thé dung, chdm nhip tim hodc
loan nhip.
Khac Hiém gdp |Ha than nhiét, nhay cdm v&i dnh séng, vang
dadormat.

(*) Tan sudt xuat hién cta cac tac dung khdong mong mudn dugc dinh nghia
nhu sau: Rat thudng gap (ADR > 1/10), thudng gdp (1/100 < ADR < 1/10), it
gdp (1/1000 < ADR < 1/100), hiém gép (1/10000 < ADR < 1/1000), rat hiém
gap (ADR< 1/10000), khéng ré (khong thé dugc udc tinh tirdtliéu cé san).
Huéng dan cach xirtri ADR:

Céctacdung khong mong mudn thudng nhe va it xay ra. Néu c6 héi ching
ngoai thap cé thé glam liéu hodc dung thudc chdng Parkinson khang
cholinergic. Néu cé biéu hién ctia hi chiing sét cao 4c tinh, phaingling ngay
thuéc. Dé phong bi xodn dinh can tranh phdi hop véi cac thudce lam gidm
kali, hodc kéo daikhoang QT.

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Kinh nghiém qué liéu sulpirid con it. Khi qua liéu c6 thé cé loan van dong véi
loan truong luc co & ludi va cing ham. Mot s6 ngudi bénh c6 hoi ching
giéng Parkinson nang hon, hoi chiing an than. Sulpirid thai trir mot phan
quathdm phanmau.

Cachxutrikhidung thuéc qualiéu:

Khéng co thudc gidi doc dac hiéu. Diéu tri triéu chiing. Hoi stic hé hap tim
mach, theo déi lién tuc cho tdi khi héi phuc (nguy ca QT kéo dai va loan nhip
that). Néu xuat hién mot héi chiing ngoai thap nang, cé thé cho mot thuéc
khéang cholinergic.

DPACTINHDUGCLUCHOC:

Nhém dugcly: Thuécchdng loan than.

Ma ATC:NO5ALO1.

Sulpirid thudc nhém benzamid, c6 tac dung chéng réi loan tam than thong
qua phong bé chon loc céc thu thé dopamin D, & ndo. C6 thé xem sulpirid
nhu mét thudc trung gian gitfa cac thudc an than (neuroleptic) va thudc
chéng trdm cam, vi sulpirid c6 cé hai tac dung d6. Trdi véi da s6 cac thuéc an
than khac da phong bé ca hai loai thu thé dopamin D, va D,, sulpirid c6 tac
dung chon loc han va chl yéu la mét chit déi khang dopamin D,. Sulpirid t&
rakhong cé tdc dung dén cac thu thé norepinephrin, acetylcholin, serotonin,
histamin hodc acid gamma-aminobutyric (GABA). Tac dung khéng mong
muén ngoai thap c6 ty 1é tuong d6i thap va cé thé mot s6 tac dung khong
mong muén khac ctia sulpirid dugc cho 1a do tinh dac hiéu cla tac dung
phongbé thu thé dopamin D, ctia sulpirid. Tinh chat chon loc nay da dan dén
nghién ctu thudc nay dé diéu tri ngusi bénh b chiing loan van dong muén.
C6 mot s6 chiing ctr cho thdy sulpirid liéu thap (50 - 150 mg/ngay) c6 tac
dung ché’ng trdm cam, con liéu cao hon (800 - 1000 mg/ngay) c6 tac dung
déi véi cac triéu chu’ng duong tinh cGia bénh tam than phan liét. Tac dung
chéng tram cdm clia sulpirid liéu thap dugc cho la chl yeu phong bé cac thuy
thé dopamin (autoreceptor), véi hoat héa dan truyén ctia dopamin. Sulpirid
cing kich thich tiét prolactin, thudc da dugc nghién ctu trong diéu trj khi
thiéu stta me va dé cai thién thuSc ngtra thai khi dung progestin. Do sulpirid
da dugc chiing to cai thién luu lugng mau va tiét niém dich & niém mac da
day ta trang nén thudc ciing da dugc nghién cdu diéu tri loét hanh ta trang.
Thuéc cling ¢6 tdc dung chéng nén va thudc ciing da tiing dugc dung diéu
trichong mét, chiing dau ndia dau.

Cho t6i nay, cac dit liéu chua da dé danh gia vi tri cda sulpirid trong diéu tri
cac bénh than kinh khéc, tram cdm, bénh tam can, thiéu sita me hodc bénh
loét da day ta trang. Tat ca cac nghién cttu vé sulpirid déu trén mét sé lugng
nhoé ngudi bénh chua di dé danh gia tinh hiéu qua va tinh an toan cla
thuéc. Tac dung phong bé chon loc thu thé dopamin D, cla sulpirid chua té
ralam gidm nhiéu téc dung khéng mong mudn ngoai thap va cac tac dung
khéng mong muén khac. Loan van déng muén cling da dugc théng bao.
Chotéinay, cdcnghién ctiu vé diéu tri bénh tam than phan liét chua cho thay
dung sulpirid cé Igiich 1am sang hon cac thudc an than khac.
PACTINHDUGCDONGHOC:

Hap thu: Sulpirid dugc hap thu cham tir dudng tiéu hda. Sau khiudng 1vién
nang 50 mg, ndng dd dinh clia sulpirid trong huyét tuong dat dugc theo thit
tu 0,73 mg/lit va 0,25 mg/lit trong vong tir 3 - 6 gid. Sinh kha dung dang
uéng tlr25-35 %, thay déi nhiéu gitia céc ngudibénh.

Sau khi udng cac liéu tir 50 mg dén 300 mg, dugc dong hoc clia sulpirid bién
déitheotuyéntinh.

Phan bé: Sulpirid phan bé nhanh vao cac mé nhung tham it qua hang rao
mau ndo.Thé tich phan bé: 0,94 lit/kg. Ty 1& lién két vdi protein khodng 40 %.
Sulpirid phan bé vao trong sitame va qua nhau thai.

Chuyén héa: Sulpirid chuyén héa it 8 ngudi.

Thai trir: Thai trir sulpirid chd yéu qua loc cdu than vao nudc tiéu.

Thanh thai toan bé: 126 ml/phut. Thai gian ban thai trong huyét tuong cta
thuéckhodng 8-9gid.

QUY CACHPONG GOI:

-Hop 1vix15vién, hop 2vix 15vién, hop 10 vix 15 vién.

-Hop 1chai100vién.

-Chai60vién, chai 200 vién.

PIEU KIEN BAOQUAN Noikho, nhiét d6 duci 30 °C, tranh anh sang.

HAN DUNG 36thang ké tirngay san xuat.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 duding Nguyén Hug, Phudng My Phd, Thanh phd
CaoLanh, TinhDoéng Thap

pomEesco Diénthoai: 1800.969.660
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