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Rx - Thudbc ké don i
|

DogmaKern 50mg

Dé xa tam tay tré em. |
Poc ky huré'ng dan sur dung truée khi dung. l

Néu can thém théng tin, xin hoi y kién béac si.

THANH PHAN:

Moéi vién nang co chira:

Thanh phan hoat chét : Sulpiride : 50 mg

Thanh phén ta duoc: Lactose monohydrate, colloidal anhydrous silica, methylcellulo-
se, magnesium stearate, talc, nang cirng s6 4

DUQC LUC HQC:

Sulpirid thuéc nhém benzamid, €6 tAc dung chéng r6i loan tam than thong qua phoﬂf;/
bé chon loc ¢4c thu thé dopamin D & ndo. C6 thé coi sulpirid nhu mét thude trung
gian gira cac thudc an than kinh (neuroleptic) va thu6e chong tram cam, vi sulpirid
co ca 2 tac dung do. Sulpirid chu yéu durgc ding dé digu tri cac bénh loan than nhu,
tam than phan liét. Khi sac tang 18n sau vai ngay diéu tri, kém theo la mét hét cac triéu
chirng ram rd cua bénh. Sulpirid khong gay budn ngu va mat xic cam nhu khi dung
cac thude an than kinh kinh dién nhu loai phenothiazin hodc butyrophenon. Sulpirid
liBu cao kiém soat duoc cac triéu chirng duong tinh ram rd cua bénh tam than phan
liét nhurng lidu thép lai cé tac dung lam hoat bat, nhanh nhen d6i véi ngudi bi tam
than phan liét thé' o, thu minh khong tiép xic véi xa hoi. Tuy €O mot s6 dac tinh cua
cac thuéc an than kinh kinh dién, sulpirid khac véi cac thudc do vé céu truc hoa hoc
va khéng gdy chirng gir nguyén tur thé, khdng tac dong dén hé adenylcyclase nhay
cam vé&i dopamin, khong tac dong dén luan chuyén noradrenalin va 5-HT, hau nhu
khéng co tac dung khang cholinesterase, khong tac dong dén thy thé muscarinic
hoac GABA

B ouocpodNG HOC:

Dung béng dudng udng, sulpiride dugc hép thu trong 4,5 gior | nong dé dinh cua
sulpiride trong huyét tuong 1a 0,25 mg/l sau khi uéng vién nang 50 mg.

Sinh kha dung cta dang ubng 1a tir 25 dén 35%, co thé co sur khac bigt dang ké gitra
ngudi nay va ngudi khac ; cac nong do cua sulpiride trong huyét turong co lién quan
. tuyén tinh véi lidu dung.
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Sulpiride dugc khuéch tan nhanh dén cac mé, nhét la dén gan va than ; su khuéch tan
dén nao kem, chu yéu la dén tuyén yén.

Ty |& gén v proteine huyét tuong duéi 40% ; hg s6 phan phéi dén hong cau va huyét
twrong la 1. Sy bai tiét qua sira me dugc udc doan la 1/1000 cua lidu hang ngay. Cac
s6 lieu duoc thue hién trén dong vat béng sulpiride dugc danh ddu (C14) chirng to
ring sy bai tiét qua hang rao nhau thai rét kém. Ngugec lai v&i nhirng ghi nhan trén
dong vat, sulpiride rét it bi chuyén hoéa & ngudi ; 92% lidu sulpiride dung bang duéng
tiém bap dugc tim thdy trong nuéc tiéu dudi dang khong déi.

Dugc déng cua sulpiride bao gdm giai doan hép thu, sau dé la giai doan phan phdi,
tiép theo la giai doan dao thai. Thai gian ban huy dao thai trong huyét twong la 7 gio
thé tich phan phdi la 0,94 I/kg. Thanh thai toan phan la 126 mi/phat.

Sulpiride durgc bai tiét chu yéu qua than, nho qua trinh loc & cau than. Thanh thai &
than thudng gan béng véi thanh thai toan phan.

’

CHi DINH: _

Tam than phan liét cdp va man tinh (do thay thudc chuyén khoa chi dinh).

Trang thai loan than cép tinh. p——

Pidu tri triéu chirng ngan ngay chirng lo au & ngudi In trong truong hop thét bai voi
_cac diéu trj théng thudng.

R6i loan hanh vi ndng & tré em (vat va, ty €4t mot bd phan co thé, dong tac dinh hinh),

dac biét trong hdi chz'ng tu ky. f

Pidu trj ngén cac trang thai kich dong, hung hang gay g6 trong trang thai loan than cép

va man tinh

LIEU LUQ'NG VA CACH SU DUNG:

Ngu'&i lo'n:

Triéu chirng am tinh ctia tam than phan liét: Khai dau ung 200-400mg/ fan, ngay 2
lan, néu can cb thé tang lidu t6i da 800mg/ ngay.

Triéu chirng duong tinh ciia tam than phén liét: 400mg/ lan, ngay 2 lan. Tang dan ligu
dén 16i da 1200mg/ 1an, ngay udng 2 Ian.

Triéu chirng am va duong tinh két hgp: 400-600mg/ 1an, ngay 2 lan.

Tre em:

Tré em trén 14 tudi: ubng 3-5mg/kg/ngay

Tré em duGi 14 tubi: khong co chi dinh

Ngu&i cao tudi:

Lidu dung cho ngudi cao tudi cling giéng nhu véi ngudi Iom, nhung liéu khoi dau bao
gi&r ciing thap roi tang dan
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Kh&i dau 50-100mg/ 1an, ngay 2 lan, sau tng dan dén liéu hiéu qua

Ngw&i suy than:

Phai giam lidu dung hoéc tang khoang cach giira cac lan dung thudc tay thudc do
thanh thai creatinin.

Do thanh thai creatinin 30- 60ml/ phat: Dung liéu béng 2/3 liéu binh thudng.

P6 thanh thai creatinin 10- 30ml/ phat: Dung ligu bang 1/2 ligu binh thudng.

D6 thanh thai dudi 10ml/phat: Dung liéu bang 1/3 lidu binh thudng.

Hoac c6 thé tang khoang cach gilra cac liéu béng 1,5; 2 va 3 an so va&i binh thuong.
Tuy nhién, truéng hop suy thén vira va nang khéng nén dung sulpirid, néu co thé.

CHONG CHi BINH:

Quéa man véi sulpirid hodc véi bét clr thanh phan nao cua thude.

U tay thugng than.

Réi ioan chuyén hoa poarphyrin cap.

Trang thai than kinh trung uong bi trc ché, hon me, ngd doc rugu va thuée rc ché
than kinh. . :

'Cac u phu thudc prolactin (nhu adenom tuyén yén prolactin va ung thu vu).

TAC DUNG PHU:

Sulpirid dung nap t6t. Khi dung liéu didu tri, ADR thuong nhe hon cac thuéc chdng
‘loan than khac.

Thuong gap, ADR > 1/100

Than kinh: M&t ngu hodc budn ngu.

NGi tiét: Tang prolactin mau, tang tiét sira, réi loan kinh nguyét hodc vo Kinh.

ft gap, 1/1 000 <ADR < 1/100

Than kinh: Kich thich qua mirc, hoi chirng ngoai thap (ngdi khong yén, veo c6, con
quay mat), hoi chirng Parkinson.

Tim mach: Khoang QT kéo dai (gay loan nhip, xoan dinh).

Hiém gdp, ADR < 1/1 000

N@i tiét: Chirng vu to & dan 6ng.

Than kinh: Loan van déng mudn, hdi chirng sét cao ac tinh do thudc an than kinh.
Huyét 4p: Ha huyét ap thé dirng, cham nhip tim ho&c loan nhip.

Khac: Ha than nhiét, nhay cam véi anh sang, vang da do r mat.

~

Théng béo cho bac si nhirng tac dung khong mong muon gap phai khi diing thuéc.

CHU Y BE PHONG:
N&u co s6t cao, phai ngung digu trj, vi ddu hiéu nay co thé 1a mét trong nhirng yéu t6
ctia "hoi chirng 4c tinh cua thudc loan than kinh".

=
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I |

THAN TRONG LUC DUNG: |

Phai than trong khi diing sulpirid vi thu6c cé thé gay ra hdi chirng ac tinh do thuée an'
than kinh. Trong khi diéu tri, néu thay s6t cao khong ro nguyén nhan, phai ngirng thuée
ngay Vi s6t cao c6 thé 1a mét biéu hién cltia hi chirng ac tinh do thuéc an than kinh.
Sulpirid kéo dai khoang QT, phu thudc theo liéu dung. Tac dung nay lam tang nguy co
loan nhip tim ndng dic biét |a xodn dinh, nhét |a khi c6 nhip tim cham < 55 nhip/phit,
giam kali huyét, khoang QT dai badm sinh hay méc phai (do phéi hop véi mét thuée
khéac lam tang khoang QT). Trudre khi dung sulpirid, néu co thé, phai loai trir cac yéu t6
ké trén, nén lam thém dién tam do. 1’

Phai than trong khi diing sulpirid cho ngudri cao tudi, dac biét khi bi sa sat tri tué, khi cé
cac yéu t6 nguy co tai bién mach mau néo vi dé bj ha huyét ap thé dirng, dé nga, budn
ngli va tac dung ngoai thap. Nguy co tir vong thuong tangilén khi ding cac thuée |
chéng loan than & Ira tubi nay. l

Phai theo doi glucose huyét cho ngudi dai thao dudng hodc c6 nguy co dai thao'
dudng khi bat dau digu tri sulpirid. t

Trong céac trudrng hgp suy than, can giam ligu sulpirid va tang curdng theo doi. Néu suy
than nang, nén cho diéu trj tirng dot gian doan. '
Can tang cudng theo doi cac déi tugng sau:

Ngu&i bj dong kinh vi ¢ kha nang ngudng co giét bj ha thép.

Nguéi uéng rugu hodc dang dung cac loai thude chira rugu vi lam tang budn ngu.
Ngudi bi hung cam nhe, sulpirid liéu thap co thé lam cac triéu chirng néng thém |
SU DUNG O PHU NU' CO THAI VA CHO CON BU: :

LUC CO THAL: '

Han ché str dung trong thai ky va liéu dung can giam vao cudi thai ky.

Tré so sinh : can theo déi cac chirc nang than kinh (va tiéu héa trong trudng hop két
hop véi cac thude khang liét rung).

LUC NuOI CON BU:
Sy bai tiét qua sira me dugc uéc doan la 1/1000 cua liéu hang ngay.

TUONG TAC THUGC:

Chéng chi dinh phéi hop :

- Levodopa: c6 déi khang turong tranh gitra levodopa va cac thude an than kinh.
Trong trudrng hop xay ra hdi chirng ngoai thap gay bai cac thuée an than kinh, khong
dugc dung levodopa (do céac thu thé dopaminergic da bi phong bé b&i cac thudc an
than kinh), ma nén duing cac thudc khang cholinergic. J

O nhirng bénh nhan bj liét rung (parkinson) dugc diéu trj bang levodopa, trong
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- trudng hop can dugc digu tri bdng thudc an than kinh, khéng nén tiép tuc dung

levodopa do c6 thé lam nang thém cac réi loan tdm than va co thé tac dong lén cac
thu thé da bj phong bé bdi cac thude an than kinh.

Than trong khi phoi hop :

- Alcol : rugu c6 thé 1am tang tac dung an than cua thudc an than kinh.

Tranh uéng rugu va cac thude hay thirc uéng cé chira rugu.

Luru y khi phéi hop :

- Thu6c cao huyét ap : tang tac dung ha huyét ap va co thé gay ha huyét ap tu thé (do
hiép déng tac dung).

. - Cac thudc (rc ché than kinh trung uong khac : thuéc chéng tram cam cé tac dung an

than, thudc khang histamine H1 c6 tac dung an than, barbiturate, thuc an than giai lo
au, clonidine va cac thuéc cung ho, thuéc ngu, methadone : tang trc ché than kinh
trung wong, co thé gay hau qua x&u, nhét 1a & nhirng ngudi phai lai xe hay diéu khién
may maoc.

TAC DUNG LEN KHA NANG LAl XE VA VAN HANH MAY MOC:
Thude co6 thé gay ra budn ngu, ngu gét, nén than trong cho ngudi lai xe hoac van
hanh may moc.

QUA LIEU:

Su qua lidu c6 thé duoc biéu hién qua cac dau hiéu loan van dong dang co that gay
veo ¢, I6i ludi, cirng khit ham. Trong mét vai trudng hgp : héi chirng liét rung rét
tram trong, hon mé.

Viéc diéu trj chi gii han trong diéu tri cac triéu chirng.

BAO QUAN:
Bao quan & nhiét do dudi 30°C, tranh anh sang va am.

HAN DUNG: 03 nam ké tir ngay san xuét.

. TIEU CHUAN: Nha san xuét.

TRINH BAY: Hop 02 vi x 15 vién nang

DNNK:

San xuét béi: KERN PHARMA, S.L.
Venus, 72-Poligono Industrial Colon I
08228 Tarrasa (Barcelona) Tay Ban Nha.



