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Sulpiride STELLA 50 mg

Tén thubc

Sulpiride STELLA 50 mg

Céc dau hiéu lwrru y va khuy&n cdo khi ding thubc

DE xa tam tay ré em

Boc ky turgmg dan sir dung trude khi ding

Thanh phin cdng thirc thusc

Thanh phan hoat chat

Sulpmde ............................................................................ bl o e 50 mg

Thanh phén 1a dugrc:

Tinh bt natri glycotat, tinh bt mi, lactose monohydrat, talc, magnesi stearat.

Dang bao ché

Vién nang cirng

Vién nang cirng s6 4, dau va than nang mau vang nhat, dau nang in logo “xgg"

mau den, chira bt thuc mau tring.

Chi dinh

Diéu trj riéu chirng ngén ngay ching lo Au & ngudi Iém trong trrdmg hop thét bai

v@c&cd’éuu‘immubng? ? o i b -

Tam than phan liét cdp va man tinh.

Céch diing, lidu ding

Céch ding

Sulpiride STELLA 50 mg dugc ding bing duwéng udng.

Liéu diing

D4y tri ngdin han cac tméu chimg lo &u & ngudn I6n trong trdmg hop that bai vl

céc diéu b théng thudmg: 50 - 150 mg/ngay trong 161 da 4 tuan.

Bénh tam than phan liét

+ Bénh nhan cé triéu chimg &m tinh: Khén dau udng 200 - 400.mg, ngay 2 lan,
néu can co thé tAng dén lidu Wng cdng & 800 mg/ngay.

+ Bénh nhan cb triéu chirng duong tinh: 400 mg/ian, ngay 2 1an, néu cin ting
liBu dén lidu t6i da 1.2 gNan, ngay 2 lan.

+ gelg: nhan cb triéu chimg, Am va duong tinh két hgp: 400 - 600 mg/an, ngay

Nguti cao twdi: Lidu dung gidng nhir hBu ngurén Iém. Nén dong voi lidu thép khdi

dAu |4 50 - 100 mg/lan, ngay 2 1an, sau d6 didu chinh ligu khi can.

Tré em trén 14 wéi: 3 - 5 mg/kg/ngay.

Tré em dudi 14 wéi: Khong co chi dinb.

Bénh nhén suy than:

+ Bénh nhan cd hé s6 thanh thai creatinin tir 30 - 60 miphit: Ligu khuyén dung
nén gidm cdn 2/3 so vé1 lidu binh thuramg. !

+ Bénh nhan c6 hé s thanh thai creatinin tir 10 - 30 miphit: Lidu khuyén ding
nén gidm con 1/2 so vii lidu binh thudng.

+ Bénh nhén co hé sd thanh thal creatinin < 10 ml/phat: Ligu khuyén ding nén
gidm con 1/2 so véi igu binh thurdmg. Hoac, c6 thé kéo dai khoang céach gita
cac idu fan lrot trong Ung bing 1,5; 2; 3 1an so v&i ngudi binh thirdmng. Tuy
nhign, néu ¢é thé khaing nén dung sulpinde cho hgudr suy than tir mirc 40 vira.

Chéng chi dinh

Qué mén vori sulpiride hay bat ki thanh phan nao cia thudc.

Uty thurgng than

RGi loan chuyén hoa porphyrin cép.

Trang thai than kinh trung wrong b (rc ché, hon mé, ngd doc ruou va thubc (rc ché

than kirth

U phu thudce prolactin (vi du: ung thu v, U tuyén yén).

Canh b#o va than trong khi ding thudc

Trong cac trrdng hop suy than, can giam ligu va ting curdmg theo ddi bénh nhan.

Néu suy than ndng. nén cho diu tri timg dot gian doan.

Can tAng cudmg theo dbi khi didu tr vo sulpiride: ¢/ bénh nhan déng kinh vi c6

kha ning ngudng co gi4t bj ha thap; & ngudi cao tubi vi dé bj ha huyé&t 4p thé

dirng, budn ngli va dé bj cac 14 dung ngoai thap.

Khéng nén udng rrou hodic ding cac ché phdm chira nrgu trong: sufit qua trinh

didu tri.

Trirérmg hop s6t cao chura ré nguyén nhan, cn phai ngimg thudc tuyét d6i do day

14 mdt trong nhirng d&u hiéu ctia hdi chirng an than kinh actinh.

Thén trong khi chi dinh sulpinde cho ngudi hung cam hodc hung cam nhe vi

thubc c6 thé lam trdm trong thém triéu chimg

Téng ty 1& tir vong & bénh nhan cao wéi bi sa st trf we.

Tang nguy co huy8t khéi finh mach: Cac trudng hop huyét khéi tinh mach (VTE)

da dugc bao céo khi ding cac thude chiing loan than. Bénh nhén dugc digu tr vai

thuc chéing loan than thudmg xudt hign véi cac yéu t5 nguy co méc phai déi voi

VTE, 1At c& cAc yéu t6 nguy cor d8i véi VTE clin dugc xac dinh trurére va trong khi

ditu tr] va thigc hién cac bién phéap phong ngira.

Triéu chimng cai thubc cép tinh, bao gdm budn nbn, nbn, ra md hdi va mat ngt da

duge md th sau khi ngung adt ngdt cac thube chong loan than. Tai phat cac riéu

chirng Joan than kinh ciing c6 thé xéy ra, va sy xudt hién ciia r8i loa van déng
khong tir chit (nhu chirmg ndm ngdi khong yén, r6i loan trrong luc, r8i loan van
ddng) dA duge bao céo. Do d6, nén giam fiéu dan khi ngung thudc.

Sulpiride STELLA 50 mg c6 chira ta duoc lactose. Khbdng nén ding thubc nay

cho bénh nhén ¢6 cAc vin d& vé di truyn hiém gép khong dung nap galactose,

thiéu hyt enzym lactase toan phan hay kém hép thu glucose-galactose.

Sulpiride STELLA 50 mg c6 chira tinh bt mi. Bénh nhan di ung véi loa mi (khac

véri bénh Coeliac) khéng nén ding thubc nay. '

Sir dyng thube cho phy nl¥ c6 thai va cho con ba

Phy ni¥ cé thai

Tranh ding sulpiride cho phiy nfr mang thai, nhét lA trong 16 tulin diu cha thai ky.

Phy nir cho con bu

Sulpiride durgc phan b yao stra me voi lugng lwang a6i lon va c6 thé gy phan

(rng khéng mong mubn A61 vé 1ré b me, do d6 nén tranh sir dyng & phu nir cho

con bd.

10.  Anh hwéng cta thude [én kha niing lai xe, vin hiinh may méc
Budn ngll c6 thé anh hurdmg dén cac thao tac clia cdc cng viée can ki nang (nhu
14i xe hodic van hanh may méc), dac biét la khi khdi dau diéu i,

11. Tuwong thc, twong ky cua thubc
Twong tic cua thubc

- Sucralfat hodic thubc khang acid Ding dong theri sulpiride véi sucralfat hodc
thudc khang acid chira nhdm hay magnesi hydroxyd lam gidm sy hdp thu cda
sulpiride. Vi vay, nén dang sulpiride khoang 2 g tirdre khi ding cac thudc nay.

- Lithi: Diing dbng théi véi lithi lam tang nguy corphén img phy ngoai thap.

- Levodopa: B khang canh tranh v6i cac thube an than kinh, vivay chdng chi dinh
ph6i hop sulpiride v levodopa: !

- Rupu: Lam tng tac dung an than coa thude. Tranh ubng cac thirc udng va thube
c6 chira cBn trong khi ding sulpiride.

- C4c thudc ha huyét ép. C6 thé 1am 13ng tac dung ha huyét ap va co thé gay ha
huyét 4p thé dimg (tAc dong cdng gbp), vi vay can lru ¥ khi phi hop,

- CAc thube (e ché than kinh trung wrong khéac: Ding ddng thér voi cac thubic (e
ché than kinh trung uong khéac cé thé lam tang tac dung Gc ché than kinh trung
uong.

- Duing chung voi céc thubc sau c6 thé gay xodn dinh hodc kéo dai khodng QT nhur:
+ Diltiazem, verapamil, clonidin; digitalis.

+ Thubc gy mét can bang dién giai, dac bigt 1a nhing thube gay ha kali huyét
Thuc lgi tiéu gidm kali huyét, thuGc nhuan trang kich thich, amphotericin B
(tiém finh mach), cac glucocorticoid, tetracosactid.

- Can digu chinh sy mat c&n béng dién gidi khi phéi hop:

+ Thubc chdng loan nhip nhém la nhu: Quinidin, disopyramid.

+ Thudc chbng loan nhip nhom Nl nhu: Amiodaron, sotalol.

+ Cac thufic khac nhur: Pimozid, haloperidol; methadon, thudc chéng tram cam
imipramin; lithi, cisaprid, thioridazin, erythromycin (tiém tinh mach), halofantrin,
pentamidin.

Twomg ky cua thubc

Do khdng 6 cAc nghién ctru vé tinh trong ky cla thudc, khéng trén 1an thude nay

véi cac thube khac,

12,  Tac dung khéng mong mubn cua thubc

- I Thirdmg gép (1/100 < ADR < 1710)- M&t ngl hodc-budn ngu:; téng prolactin huy#t,
téng tiét s{ra, rdi loan kinh nguyét hofic v6 kinh.

- Jt gdp (1/1.000 < ADR < 1/100): Kich thich gua mre, hi ehimg ngoai thap (ngdi
khong yén, veo cf do co thét, con quay mét), hdi chirng Parkinson; khoang QT
kéo dai (gay loan nhip, xoén dinh),

- Hiém gap (1/10.000 < ADR < 1/1,000); Chirng v 1o & nam giti, loan van dong
mudn, hdi chirng an than kinh Ac tinh, ha huyét ap thé.dimg, nhip tim cham hodc
foan nhip; ha than nhiét, nhay cam voi anh séng, vang da r mat.

13.  Qua lidu va cach xur tri
Triéu chimg
Khoang lidu don gay ddc 1a tir 1 - 16 g, nhung chura c6 1 vong ngay ca & ligu
16 g. Triéu chimg ngd doc 1am sang khac nhau 1y theo liéu ding. Liéu don tir
1-3g ¢6 thé gay trang thai'y thirc u &m, bdn chin va hiEm gap triéu chimg
ngoai thap. Lidu 1 3 - 7 g cd thé gay tinh trang kich dong, 1 1an va triéu chirng
ngoai thap: ligu trén 7 g ¢dn c6 thé gap hon mé va ha huyét ap, Trieu chang
thurrng mét trong vong vai gio, Trang thai hén mé c6 thé kéo dai 141 4 ngay sau
khi duing ligu cao.

Xr tri

Sulpiride duoc loai trir mdl phiin qua thdm phan mAu. Sulpiride khdng c6 thubc

gidi dbc diic hidu. Viéc diu trj chila digu trj tiéu chirng. Do do, nén bat dau cac

bién phap hé trg thich hop. theo dai chét ché cac chirc nang quan trong va kiém
soét tim mach cho d&n khi bénh nhan hdi phuc.

C6 (hE didu 1r| bng cach kiem hoa nur6c iéu, néu'ean thiét, dung thudc didu trj

héi chirng Parkinson. Can theo ddi tinh trang hén mé va kiém sodt tim mach cho

dén khi bénh nhan hdi phuc. Thube gay ndn khang chdc c6 higu qua trong didu trj
qué [iBu sulpiride,

14.  Déc tinh dwoc luc hoc

. .INMh6m dugc ly: Thube chdng loan théan; cac benzamid,

M& ATC: NOSALOL.

Sulpiride, mdt thubc chiing loan than kinh thudc dan xuét benzamid, la chal déi

khang c6 chon lgc cac thy thé dopamin than kinh (D2, D3 va D4). Thudc clng cé

tac dung néng dd tinh than.

15. Dic tinh dwoc dong hoc
Sulpiride dugc hap thu chém & dudng téu Réa; sinh kha dyng thap, ty thude vao
sir khac nhau gitra c& thé. NBng do dinh clia sulpiride trong huyét thanh dat duroc
tir 3 - 6 gity sau khi udng mot lidu. Thudc phan b nhanh dén cac mé nhung it qua
hang rao mau ndo. Dudi 40% sulpiride két hop v protein huyét tramg, thér gian
ban thai trong huy8t trong khodng 8 - 9 gitr. ThuSc dugc théi trir qua nudc tiéu
va phan, ch yéu duéi dang khng déi. Sulpinde dugc phan b vao sira me.

16. - Quy cdch dong gol
Vi 10 vién. Hop 5 vi.

17.  Dieu kién bao quan, han ding, tifu chufin chét lrong cila thube

17.1. DiBu kién bao quén
B4o quéan trong bao bl kin, noi khd. Nhi¢t 6 khong quéa 30°C.

17.2. Han ding
24 thiing Ié tir ngay san xudt,

17.3. Tiéu chudn chét lwong
TCCS.

18.  Tén, dja chi clia co s¢ sén xuét thude b4
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