Rx - THUGC BAN THEO BON

Poc ky hudng dan st dung trudc khi dung - Dé thudc xa tam tay tré em.
Thong bao ngay cho Bac si nhiing tac dung khéng mong muén
gdp phai khi st dung thuéc.

PHAN A: HUGONG DAN SU DUNG THUGC CHO NGUO1 BENH

1.TEN THUGC: SULPIRID 50 mg

2. THANH PHAN: Méi vién nén Sulpirid 50 mg chia

Sulpirid 50 mg
Té dugc (Lactose monohydrat, tinh bot sén, povidon K30, MCC 102, sodium
starch glycolat, magnesi stearat, talc, Aerosil) vita du. i
3.MOTA SAN PHAM

Vién nén hinh tron, mau tréng hodc trdng nga, mat vién nhén. Canh va
thanh vién lanh Ian.

4.QUY CACH DONG GOI

Thudc dugc ép trong vi Alu/PVC, hop 2 vi x 15 vién, c6 kém t& hudng dan
sirdung.

5.THUGC DUNG CHO BENH Gl

-Diéu tri ngan han céc triéu chimg lo du & ngudi [6n trong trudng hop that
bai véi cac diéu trj thong thudng.

- R8i loan hanh vining & tré em (vat v, tu cdt mot bd phan co thé, dong tac
dinh hinh), déc biét la trong héi ching tu ky.

-Tam than phan liét cdp va man tinh.

- Hi chig Tourette.

6. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG

St dung thém dang bao ché c6 ham lugng 200 mg dé phui hop véi cac chi
dinh. Dung theo sy chi dinh ctia Bac si hodc liéu théng thudng:

- Diéu tri ngdn han céc triéu chiing lo au & ngudi I6n: 50 - 150 mg/ngay,
dung t6i da 4 tuan.

- Réi loan hanh vi ndng & tré em trén 6 tudi: Liéu udng hang ngay 5- 10 mg/kg.
-Tam than phan liét c&p va man tinh.

NguiI6n va tré em trén 14 tudi

+ Triéu chitng duong tinh cGa tam than phan liét: 200 - 400 mg/lan,
2lan/ngay, liéu cao nhét 1,2 g/ngay néu can.

+Triéu chiing m tinh ctia tam than phan liét: 200 - 400 mg/lan, 2 lan/ngay,
liéu cao nhat 800 mg/ngay néu can.

+Triéu chimg 4m va duang tinh két hgp: 400 - 600 mg/lan, 2 1an/ngay.
Khéng dung sulpirid cho tré dudi 14 tudi.

- Hoi chimg Tourette: SIr dung dang bao ché khac phu hgp vdi tré em dudi
6tudi.

+7Tré 6 - 12 tudi: 50 - 400 mg/lan, 2 1an/ngay.

+7Tré 12 - 18 tudi: 100 - 400 mg/lan, 2 14n/ngay.

- Piéu chinh liéu & ngudi suy than

+ D thanh thai creatinin tir 30 - 60 ml/phut: St dung liéu béng 2/3 liéu
binh thuding hoac gian khoang cach liéu 1,5 1an so véi binh thudng.

+ Do thanh thai creatinin tif 10 - 30 ml/phut: S dung liéu béng 1/2 liéu
binh thudng hodc gian khoang cach liéu 2 18n so véi binh thudng.

+ D6 thanh thai creatinin < 10 ml/phut: Sir dung liéu béng 1/3 liéu binh
thudng hoac gian khoadng céach liéu 3 1n so véi binh thudng.

Tuy nhién, trudng hap suy than vira va ndng khéng nén dung sulpirid, néu
cothé.

7. KHI NAO KHONG NEN DUNG THUGC NAY

- Qué man v6i sulpirid hodc bt ki thanh phan nao clia thuéc.

- U tay thugng than.

- Réi loan chuyén héa porphyrin cap.

-Trang thai than kinh trung uong bi tc ché, hén mé, ngd doc rugu va thude
Uc ché than kinh.

- Cac u phu thudc prolactin (nhu adenom tuyén yén prolactin va ung thu va).
8.TAC DUNG KHONG MONG MUGN (ADR)

Sulpirid dung nap tét, tuy nhién, ciing nhu cac thudc khac, sulpirid xay ra
mét s6 téc dung phuy trong qua trinh st dung thudc.

- Ngung str dung thudc va dén gap Bac si hodc dén bénh vién ngay néu cé
mot trong céc triéu ching sau: Run, ciing khdp, kich thich qua miic, hodc
héi ching ngoai thap (ngéi khéng yén, veo 6, con quay mat). C6 thé cé tac
dung phu khac nhu thd kho khe, cham nhip tim hoéc loan nhip, dau tuc
nguc. Hodc khé thg, chéng mét, dénh tréng nguc, tim tai, ha huyét ap.

- Hay bao ngay cho Bac si hodc Dugc si néu gap cac triéu chimng: Chéng
mét, gia tang co cling co, loan van dong.

- Hay bdo cho Bac si néu céc triéu chiing sau nang thém hodc kéo dai vai
ngay khong hét: Tang tiét sira & ca dan 6ng va phu nir, tang can, dau nguc
& ca dan 6ng va phu nit, budn ngu, phat ban. Hodc triéu chiing né nguc &
phu nit, vé kinh, ting tiét nudc bot.

Théng bdo ngay cho Bdc si nhiing tdc dung khéng mong muén gdp phéi
khi sit dung thuéc.

9. NEN TRANH DUNG NHU'NG THUGC HOAC THUC PHAM Gl KHI
DANG SU DUNG THUGC NAY

Ban cin bao ngay cho Bac si ctia ban cac thudc ban dang sir dung hoac st
dung gén day, bao gém ca thudc khong ké don, vitamin, thuéc tir dugc
liéu, déc biét cac thudc sau:

- Khéng dung sulpirid hodc bdo cho Béc si ngay néu ban dang dung
levodopa dé diéu tri bénh Parkinson, hodc dung thuéc chli van dopamin
khéng khéng Parkinson (vi du carbegolin, quinagolin).

- Hay bao cho Bac s néu ban dang diing mét trong cac thudc sau:

+ Mét s thudc gilip ngt ngon hodc an than gidm lo du: Cac dan chét cla
morphin, thuéc an than kinh, barbiturat, benzodiazepin, thudc gidi lo du
ngoai benzodiazepin nhu meprobamat, thuéc géy ngu, thuéc chéng tram
cam an than.

+Thudc tri cao huyét ap nhu clonidin, diltiazem, verapamil, digitalis.
+Thuéc chéng di tng (thuéc khang histamin c6 thé gay buén ngu) nhu
clorpheniramin, promethazin, ketotifen.

+Thudc c6 khéa nang gy xodn dinh.

+ Sucralfat dung trong bénh dau da day.

+ Lithi dung trong diéu trj trdm cam.

+ Khong dung rugu khi dang st dung sulpirid.

+Thudc chen beta trong suy tim: Bisoprolol, carvedilol, metoprolol, nebivolol.
+Thudc lam gidm kali huyét: Thudc loi tiéu, thudc tri téo bon c6 thé lam gidm
ndng d6 kali huyét. Mét s6 thudc khang sinh nhurerythromycin, amphotericin B.
Steroid diing dé khang viém nhu prednisolon, dexamethason, betamethason.

10. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC
Uéng ngay liéu da quén khi nhé ra. Néu thdi diém nhdra liéu da quén gan
Vv6i lidu ti€p theo thi bd qua va chd dén liéu tiép theo. Khéng dung liéu gdp
d6i dé bu cho liéu da quén truéc d6.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC
QUALIEU

Khi qué liéu c6 thé gay loan van dong vdi loan truong luc coludi va cing ham.
C6thé c6 gidm y thiic, run sg, co ciing co, khé clr ddng hay khéng kiém soat
duoc clrdong (dac biét la mét, 6, tay, chan), tang tiét nuéc bot, chéng mat,
dau 6c quay cudng, ngét xiu.

12. CAN PHAI LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN CAO
Can théng bao ngay cho Béc si khi sttdung thudc qué liéu khuyén cao. Dén
ngay trung tam y t& néu xudt hién cac triéu chiing bat thuding khi sir dung
qué liéu.

13. NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY

- Trong khi diéu tri, néu c6 sét cao khéng rd nguyén nhén, phai ngung
thudc ngay va bao cho Bac si.

- Can théng bao cho Béc si trudc khi dung thudc nay néu: Ban Ia ngudi trén
65 tudi, ddc biét khi bj sa sut tri tué, da tiing c6 can dot quy, c6 tién st ban
than hodc gia dinh bj huyét khéi. Néu dang c6 van dé vé than, cé bénh tim
hay tién str gia dinh c6 ngudi mic bénh tim. Dang mic bénh hung cam hay
bi dong kinh, ngudi bi cao huyét ap.

- Phai theo déi glucose huyét cho ngudi déi thao dudng hodc c6 nguy co
dai thao dudng khi bat dau diéu tri sulpirid.

- Can than trong khi sir dung & nhiing ngudi udng rugu hodc dang dung
céc loai thudc chira rugu vi 1am tang buén ngu.

- Thuéc c6 chuia lactose, nhig bénh nhan c6 van dé di truyén hiém gap
nhu khéng dung nap galactose, thiéu hut lactase, hodc kém hdp thu
glucose-galactose khong nén dung thudc nay.

14. KHINAO CANTHAM VAN BAC Si, DUOC Si

Khi tdc dung khéng mong mudn kéo dai hodc néu can thém thong tin, xin
héi y kién Bac si hodc Dugc si.

15.CAN BAO QUAN THUGC NAY NHU THE NAO

Pé thudc nai kho thodng, tranh anh séng, nhiét d6 khéng qué 30°C.

16. HAN DUNG CUA THUGC: 36 théng ké tir ngay san xuét.

PHAN B: HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1.CAC PACTINH DUGC LUC HOC, DUGC DONG HOC

Dugc luc hoc

Sulpirid thudéc nhém benzamid, c6 tac dung chéng réi loan tam than va
chéng trdm cdm théng qua phong bé chon loc céc thu thé dopamin D2 &
ndo. C6 mét s8 ching ct cho thdy sulpirid liéu thdp (50 - 150 mg/ngay) c6
tac dung chdng trdm cam, liéu cao hon (800 - 1000 mg/ngay) c6 tac dung
d8i v6i cac tridu chiing duang tinh cia bénh.tam than phan liét.

Dugc déng hoc

Sulpirid dugc hap thu cham tir dudng tiéu héa. Sau khi udng 1 vién nén
200 mg hoic vién nang 50 mg, néng dd dinh clia sulpirid trong huyét tuang dat
dugc theo thir tu [a 0,73 mg/lit va 0,25 mg/lit trong vong 3 - 6 gid. Sinh kha
dung duding udng tif 25 % dén 35 %, thay ddi nhiéu giifa cac ngudi bénh.



Thudc phan bé nhanh vao cdc mé nhung thdm it qua hang rao mau nao.
Thétich phan bé: 0,94 lit/kg. Ty 1& lién két véi protein khodng 40 %. Sulpirid
phén bé vao trong sita me va qua nhau thai.

Sulpirid chuyén héa it & ngudi, thai trir chli yéu qua loc cdu than vao nudc
tiéu. Thanh thai toan bé: 126 mi/phit, thai gian ban thai trong huyét tuong
ctia thudc khoang 8- 9 gid.

2. CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi DINH
Chidinh

- Diéu tri ngdn han cac triéu chiing lo du & ngudi I6n trong truding hop that
bai véi cac diéu tri thdng thudng.

- Réiloan hanh vi ndng & tré em (vat va, tu cdt mét bo phan cothé, dong tac
dinh hinh), déc biét la trong héi chiing tu ky.

-Tam than phan liét cp va man tinh.

- Hoi chiing Tourette.

Céch dung: Dung dudng uéng.

Liéu dung

Sirdung thém dang bao ché ¢ ham lugng 200 mg dé phu hgp véi cac chi
dinh. Duing theo su chi dinh clia Bac si hodc liéu théng thudng:

- Diéu tri ngdn han céc triéu ching lo du & ngudi I6n: 50 - 150 mg/ngay,
dung t8i da 4 tuan.

- Réi loan hanh vi ndng &tré em trén 6 tudi: Liéu udng hang ngay 5 - 10 mg/kg.

-Tam than phan liét cp va man tinh.

NguiIén va tré em trén 14 tudi

+ Triéu chiing duong tinh cta tdm than phan liét: 200 - 400 mg/lan,
2 1an/ngay, liéu cao nhét 1,2 g/ngay.

+Triéu chimg am tinh ctia tam than phan liét: 200 - 400 mg/lan, 2 Ian/ngay,
liéu cao nhat 800 mg/ngay.

+Triéu chiing am va duong tinh két hgp: 400 - 600 mg/Ian, 2 1an/ngay.
Khéng dung sulpirid cho tré dudi 14 tudi.

- Hoi chuing Tourette: Sir dung dang bao ché khac phu hop vdi tré em
duéi 6 tudi.

+7Tré 6 - 12 tudi: 50 - 400 mg/lan, 2 Idn/ngay.

+Tré 12 - 18 tudi: 100 - 400 mg/Ian, 2 1dn/ngay.

-Diéu chinh liéu & ngudi suy than

+ D¢ thanh thai creatinin tir 30 - 60 ml/phut: St dung liéu béng 2/3 liéu
binh thuong hodc gian khoang cach liéu 1,5 18n so véi binh thudng.

+ D¢ thanh théi creatinin tir 10 - 30 ml/phut: Sir dung liéu bang 1/2 liéu
binh thudng hoac gian khoang cach liéu 2 1an so véi binh thudng.

+ D6 thanh thai creatinin < 10 ml/phdt: St dung liéu bang 1/3 liéu binh
thuang hodc gian khoang cach liéu 3 1an so véi binh thudng.

Tuy nhién, trudng hap suy thén vifa va nang khong nén dung sulpirid, néu
cothé.

Chéng chi dinh

- Qua mén véi sulpirid hodc bat ki thanh phan nao ctia thudc.

- U tdy thugng than.

- Réi loan chuyén héa porphyrin cap.

-Trang théi than kinh trung uong bj ic ché, hén mé, ngd doc rugu va thuéc
ttc ché than kinh.

- Cac u phu thuéc prolactin (nhu adenom tuyén yén prolactin va ung
thu va).

3. THAN TRONG KHI DUNG THUGC

- Phi than trong khi duing sulpirid vi thuc c6 thé gay ra héi ching ac tinh
do thudc an than kinh. Trong khi diéu tri, néu cé sét cao khéng rd nguyén
nhan, phai ngung thuéc ngay vi sét cao c6 thé 1a mét biéu hién clia hoi
ching 4c tinh do thuéc an than kinh.

- Sulpirid kéo dai khoang QT, phu thudc theo liéu dung. Tac dung nay lam
tang nguy cd loan nhip tim nang déc biét la xoan dinh, nhat la khi cé nhip
tim cham < 55 nhip/phut, gidm kali huyét, khodng QT dai bam sinh hay
méc phai. Trudc khi dung sulpirid, néu c6 thé, phai loai trir cac yéu t6 ké
trén, nén lam thém dién tam dé.

-Than trong khi duing sulpirid cho ngudi cao tudi, déc biét khi bi sa sat tri
tué, khi c6 cac nguy co tai bién mach mau nao vi dé bj ha huyét ap thé
diing, dé nga, budn ngu, va tdc dung ngoai thap.

- Phai theo d6i glucose huyét cho ngudi dai thdo duding hodc cé nguy co
dai thdo dudng khi bat ddu diéu tri sulpirid.

-Trong cac trudng hap suy than can gidm liéu va ting cuéing theo déi. Néu
suy than ndng nén cho diéu tri tiing dot gian doan.

- Nén tdng cuding theo doi & nhimg bénh nhan bj déng kinh do thudc c6
thé lam giam nguéng gay dong kinh.

- Can than trong khi str dung & nhiing ngudi udng rugu hodc dang dung
céc loai thudc chifa rugu vi [am téng budn ngu.

-Nguidi bi hung cdm nhe, sulpirid liéu thap c6 thé lam cic tridu chiing ning thém.
- Thudc ¢6 chiia lactose, nhitng bénh nhan c6 van dé di truyén hiém gap
nhu khéng dung nap galactose, thi€u hut lactase, hodc kém hdp thu
glucose-galactose khéng nén ding thude nay.

4.THOI KY MANG THAI VA CHO CON BU

- Phu nit c6 thai: Han ché st dung va liéu diing cn gidm vao cac thang cudi
thai ky.

- Phu ni cho con bu: Sulpirid phan bé vao sita me véi lugng tuong déi l6n
va c6 thé gay ADR ddi vdi tré bu me. Vi vdy phu nit dang cho con bt khong
nén duing hodc ngimng cho con bd néu dung thudc.

5.TAC DUNG DO VO KHA NANG LAI XE, VAN HANH MAY MOC
VA LAMVIEC TREN CAO

Thudc c6 tdc dung gay buén ngu, vi vay can than trong khi st dung thudc
cho ngudi thudng xuyén lai xe, van hanh may méc va lam viéc trén cao.

6. TUONG TAC CUA THUGC VOI CAC THUGC KHAC VA CAC LOAI
TUONG TAC KHAC

-Thudc chi van dopamin khéng khéang Parkinson (carbegolin, quinagolid):
Chéng chi dinh phéi hgp vdi sulpirid vi d6i khang 1an nhau.

- Thudc chti van dopamin khang Parkinson: C6 thé gy hodc lam ning
thém cac réi loan tam than. Trong truding hgp can thiét phai diéu trj thudc
an than kinh cho ngudi bénh Parkinson dang diéu tri thuSc chd van
dopamin, phai gidm dén liéu thuc dopamin cho tdi khi ngiing han.
-Thudc an than: Cac dan chat ctia morphin, thudc an than kinh, barbiturat,
benzodiazepin, thudc gidi lo 4u ngoai benzodiazepin nhu meprobamat,
thudc gay ngu, thudc chdng trdm cdm an than, khang histamin H, gy ngu,
thudc huyét ap trung tam, baclofen, thalidomid khi phéi hgp lam tang tac
dung tic ché hé thén kinh trung uong va 1am gidm tinh tinh téo, ha huyét ap.
-Thuéc c6 kha nang gay xodn dinh: C6 nguy cd lam ting réi loan nhip tim,
déc biét la xoén dinh.

- Sucralfat hodc cac thudc khang acid c6 chia nhom hodc magnesi
hydroxyd lam gidm hdp thu sulpirid. Vi vy, nén dung sulpirid sau khi uéng
cac thudc khang acid khoang 2 gidy dé tranh tuong tac.

- Lithi: Lam ting kha nang gdy réi loan ngoai thap clia sulpirid c6 thé do
lithi lam tang kha néng gén sulpirid vao thu thé dopaminergic D2 & nao.

- Levodopa: i khéng canh tranh véi sulpirid va cac thudc an than kinh, vi
véy chdng chi dinh phdi hap sulpirid véi levodopa. C6 thé dung liéu thap
nhét c6 hiéu qua hai thuéc d6 cho ngudi bi bénh Parkinson.

- Rugu: Lam ting tac dung gay ngti clia thudc, tranh udng rugu va cic thic
udng c6 c6n khi dung sulpirid. Mt tinh téo khi 1i xe, van hanh may méc.

- Thudc chen beta trong suy tim (bisoprolol, carvedilol, metoprolol,
nebivolol): Tang nguy co réi loan nhip that, dac biét xoén dinh. Can theo déi
lam sang, dién tam dé.

-Thudc lam gidm kali huyét: Thudc loi tiéu gidm kali huyét, thudc nhuan trang
kich thich, glucocorticoid, tetracosactid, amphotericin tiém tinh mach: Tang
nguy co rdiloan nhip thét, déc biét xodn dinh. Can diéu trj gidm kali huyét truéc
khi duing sulpirid va theo dbi lam sang, dién tam d6, dién nao dé.

7.TAC DUNG KHONG MONG MUON

Sulpirid dung nap t6t. Khi dung liéu diéu trj, tac dung khéng mong muén
thudng nhe hon cac thuéce chéng loan than khac.

*Thuong gdp: ADR > 1/100

-Thén kinh: M3t ng hodc buén ngui.

- N§i tiét: Tang prolactin mau, tang tiét sifa, réi loan kinh nguyét hodc vé kinh.
*[t gdp: 1/1000 < ADR< 1/100

- Thén kinh: Kich thich qua muc, hi chiing ngoai thap (ngéi khéng yén,
veo 8, con quay mat), hoi chiing Parkinson.

-Tim mach: Khoang QT kéo dai (gdy loan nhip, xodn dinh).

*Hiém gdp

- N&i tiét: Ching to vii & dan éng.

-Thén kinh: Loan van d6ng mudn, hdi chiing sét cao &c tinh do thudc an than kinh.
- Huyét ap: Ha huyét ap thé ding, chdm nhip tim hoac loan nhip.

- Khac: Ha than nhiét, nhay cdm véi anh séng, vang da do & mat.

Théng bdo ngay cho Bdc si cdc tdc dung khéng mong muén gdp phdi khi
dung thuéc.

8.QUALIEU VA CACH XU TRI

Kinh nghiém qua liéu sulpirid con it. Khi qua liéu c6 thé c6 loan van déng véi loan
truong luic co ludi va aling ham. Mt s6 ngudi bénh c6 hdi chiing gidng Parkinson
ndng hon, héi ching an thén kinh. Sulpirid théi trirmat phan qua thim phan méu.
Khong a6 thudc gidi doc diic hiéu. Diéu tri triéu chiing. HSi stic ho hdp tim mach, theo
dailién tuc cho téi khi hdi phuc (nguy co QT kéo dai va loan nhip thét). Néu xust
hién mét héi chiing ngoai thap néng, c6 thé cho mét thudc khang cholinergic.
9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong dung thudc qua han st dung.

Ngay xem xét sita d6i, cap nhat néi dung hudng dén sirdung thuéc: 22/06/2017

Thudc dugc san xuit tai: CONG TY C6 PHAN DUGC DANAPHA
253 Dang SiThanh Khé, Q. Thanh Khé, TP. Ba Ndng
Tel:0236.3760130 - Fax: 0236.3760127
Pién thoai tu van: 0236.3760131
Email: info@danapha.com
Va phén phéi trén toan quéc




