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Pramipexole (as dihydrochloride monohydrate) 0.1 I mg

3 blisters x 10 tablets
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(Td dtryc: Manitol, tinh bot ng6, povidon K3O, cofloidal silica khan,
maonesi stearat)

mO rA
S/stad O 78: Vi6n n6n hinh oval, mau tr6ng, hai m{t banS c6 kh6c vach.
Srtslad 0,7: ViCn n6n hinh oval, mdu tring, hai mit blng, mQt mat khec
cho thap, mot met tron.

DUgC LI,PC HgC
- Pramip€xol la chAt chi van dopamin kh6ng thuQc dAn xudt cia nAm cua

ga (nonergot) c6 tinh dac hieu in vitrg tuong d6i cao vd c6 hoAt tinh noi
tai hoan toan v6i phan nh6m thu thd dopamin o,2, c6 ei tuc uu tien voi
phan nh6m thu th6 D3 hon 02 hay O..

- Benh Pailnson; Co-ch6 t6c dong chinh x6c c-l.ja pramipexot trong 6iAu
tri benh Parkinson vAn chua.duqc bi6t, c6 thd d6 kha neng ktctithlch
c6c thu the dopamin trong th6 vin.

- Hai chhng chen kh,ng yen HCCKY)| Co ch6 tAc 6ong chinh xec c0a
pramipexol trong dieu tri HCCKY vtn chua dugc bi6t. Mic dU sinh t9
benh hoc cUa HCCKY chua duqc bi6t 16, beng chong duqc tf thAn kinh
hgc Sgi y rdng c6 sy can du cht y6u c0a h0 th6ng dgpaminergic. Mot
r6i loan chuc nSng c0a dopaminergic tiAn synap d th6 v6n nhe c6 th6
lien quan d6n sinh benh hac c0a HCCKY.

ougc DQNG Hgc
Pramipexol ttwc hAp thu d€ dang qua dudng tieu h6a va nong ttQ ttlnh
trong huyet tuong dat dugc trong vdng 2 gid & nh0ng benh nhan lic d6i
va trong khoang 3 gid khi dUng cung thuc an. Sinh kha dvng 6uong
u6ng khodng 90%..Pramipexol dugc phan b6 rQng khlp co th6 vi g6n
k0t vdi protein huyOt tuong dvfli 20yo. Chuy6n h6a it vi tr6n 90% liAu
duqc thai trtr qua 6ng than vao nudc ti6u duoi dpng kh6ng chuy6n h6a.
Thdi gian b6n thii ttr I -den 12 gid. Nhong nghi6n cou tren chuot cho
thay thu6c dugc phdn b0 vdo soa m9.

CHI OINH

Sifstad
THANH PHAN

M6i vien nen Sifstad 0,18 ch1a:
Pramipexol .........
(dudi dang pramipexol dihydroctorid monohydrat)
MOivien nen Sifstad 0,7 chua:

- Ngung tliAu tri:
Ngirng ttot [901 lieu phep dopaminergic c6 thA dln d6n xuAt trien n6i
ch&ng an than kinh 6c tinh. CAn giAm tiAu pramipexot tU tu theo t6c dO
0,54 mg danq base (3 vien Stfstad 0,t8 hoic % vi6n Sifstad 0,7)hgai
cho 60n khi liAu hdng ngay dat 0,54 mg d?ng base (3 vien Sitsiai o]r6
!1oac 7. vien Sitslad 0,7). Sau d6, cAn gidm liAu xu6ng 0,264 mg dang
base (1 % vien Slfstad 0,18)/ngay.

- Benh nhen suy thAn:
Su thai tra? pramipexol phu thuoq vao chrlc ndng than. Dudi ttiy ti tiAu
luqng duqc gqi y khi kh&i ttAu diAu tri:
+ Benh nhdn c6 d0 thanh thai creatinin tren SO mliphut kh6ng cAn phdi

gidm liAu hang ngay hay tAn suAt dtrng thu6c.
+ Bpnh nhAn c6 d0 thanh thai creatinin khoang 20-50 mt/phrit, tidu khdi

dau dieu tri hang ngay cta pramipexol phai duqc chia ra u6ng hai tAn,
bet dAu v6l lieu 0,088 mg deng base (% vi6n Stfetad 0;i8) x 2
l6n/ngAy. Lieu t6i da hang ngay kh6ng vuqt que 1,57 mg dang base
(9 vien Sifstad 0,18 hoAc 2 % viCn Slfstad 0,7).

+ BQnh nhdn c6 d0 thanh thai creatinin du'Oi 20 mt/Dh!t. tiau hAno noiv
cOa pramipexol nen 6uqc u6ng mQt tAn, t5t CAir vOt liAu o,oEa 

-mi
d?ng base (% vien Sifstad 0,18)/ngay. Liou t6i rla hang ngay khOno
vuqt qua 1,1 mg dang base (6 vi6n Slfstad 0,18 hoac 1 % vien
Slfstad 0,7).

+ Nlu chor neng than suy giam trong thdi gian diAu tri duy tri, cAn gidm
lieu pramipexol hCng ngfy theo clng mQt ti lg vdi su suy gilm cia dQ
thanh thai creatinin, n6u d0 thanh thai creatinin gidm 30%, tiAu
pramipexol.hang ngdy c0ng giAm 30%. Lidu hdng ngay c6 th6 chia ra
uong hai l6n n6u tlQ thanh thai creatinin khoang 20-50 ml/phut va
uong mot lAn duy nhat trong ngay n6u 60 thanh thai creatinin duOi 20
ml/ph0t.

- Benh nhen suy gan:
Kh6ng cAn thi6t phai diAu chinh liAu tren benh nhdn suy gan.

- Tr€ em:

- Benh nhen suy thAn:
+ Su thAi tru pramipexol phu thuoc vAo chrlc neng thAn. Bgnh nhan c6

d0 thanh thai creatinin tren 20 ml/phrlt kh6ng cAn phdi giAm li6u hdng
ngey.

+ Vigc sr) dung pramipexol tr6n b€nh nh6n thlm tech meu hoac bgnh
nhan suy than nAng chua dugc nghien cou.

- BQnh nhdn suy gan: Kh6ng cAn thi6t phai gidm liAu trdn benh nhan suy
gan.

- Tri em: Khuy6n c6o kh6ng dirng pramipexol cho tre em vi thi6u ni€n
dufi 18 tu6i do thi6u do lieu vA tinh an toan va hieu quA.

CHONG CHI OINH

-MAn cim vdi pramipexol hoac brt c0 thanh phAn nio cOa thu6c.
CANH BAO VA THAN TR9NG
- Ao gidc: Ao gi6c ld t6c dung.phu da bi6t cia thu6c chrl van dopamin vd

cta levodopa. BBnh nhAn cAn duqc th6ng b6o rang c6 the xdy ra io
gi6c (phAn lOn la ao thi).

- n6i oan vAn d1ng: d benh Parkinson giai doan ti6n tri6n,- khi diAu tri
ph6i hqp vdi levodopa, r6i loan vin ttQng c6 th6 gf,p khi b5t dAu chinh
liAu pramipexol. NAu didu ndy xAy ra, cAn giAm liAu levodopa.

- Hvng cAm vd m€ sdngi Benh nhAn ndn dugc theo d6i thudng xuy6n sg
ti6n iri6n cria ui0u hien hung cam va me sing. BQnh nhan va ngudi
cham s6c nen nhan bi€t vd hung cim vA m6 seng c6 the xd.y ra trCn
nhong benh nhdn ttiAu tri vdi pramipexol. Nen lem x6t gidm liou/ngung
thu6c tt} tir n6u nhu cec trigu chfng nay ti6n tri6n.

- Kdm tn ndt: cAn kiem tra m6t dinh ky hoic kha c6 bAt thudng thi luc.

.0,'18 mg

l€n

- Sifstad dugc chl dinh tren nguti trudng thdnh dd diAu tri c6c dAu higu
vA triQu chung cia bQlh Parkinson v6 cdn, d[rng don tri- lieu (kh6ng
cung levodopa) hoec k6t hqp voi levodopa, nghia la c6 th6 dirng trong
suot dqt 6ieu tri, cho den ca giai doa-n mu0n khi tAc dung cia levodopa
lim dAn (wear off) hay trd_nen kh6ng 6n dinh vd xuAt hien su thet thutng
trong hiOu qud di6u tri (cu6i ligu hay dao dOng 'on of ('bft t5f)).

- Sifstad duqc chi dinh tren nguvi truOng thdnh d6 diAu tri triQu chung
cOa hQi chr?ng chan kh6ng y€n v6 cdn.vira 66n n{ng vdi liAu lugng tt6n
.0,54 mg d?ng-basg (0,75-mg dqng muoi).

LIEU LUqNG VA CACH DUNG
Sifstad duqc dirng blng dudng u6ng vdi nu0c, clng ho{c kh6ng cUng
vOi thrlc dn.

+

DiQu tri duy trl:
Li6u dirng cho tung benh nhan-nen_d trong khoang tu 0,264 mg dang
base (1 % vi6n Sifstad 0,18) den t6i da H 3,3 mg dang base (18 vien
Sifstad 0,18 nodc 4 % viCn Sifstad 0,7)/ngAy. Trong qu6 trinh tdng lieu
d c6c nshien crlu then ch6t cho thAy hieu qui dat duqc brt dAu tu lieu
1,1 mg d?ng base (6 viCn Sifstad 0,18 ho4c 1% vi6n Sifstad.0,7). Vi9c
chinh liAu thCm noa cAn dua tr6n dap ung lim sdng vd su xuAt hiQn cia
cec tac dung kh6ng mong mu6n..Khuy6n c6o gidm li0u levodopa trong
ca hai truOng hqp tdng liAu vA di6u tri duy tri pramipexol ttty thuoc vAo
phdn 0ng c0a tirng bgnh nhan.

u6ng vdo t6iBudc
chuAn

lidu
base

LiAu
(vien)

T6ng li6u
hdng ngdy

(mq)TuAn
LiAu

(mg d3ng base)
o?ng
base

Dang
mu6i

Lidu
(vien)

1 3 x 0,088 0,264 0,375 3 x % vien Sifstad 0,18

2 3 x 0,'18 0,54 0,75
3 x I vien Sifstad 0,18

hoAc3x% vi6n Sifstad 0.7

a 3 x 0,35 1,1 1,50
3 x 2 vien slEtad 0,1E

hoac 3 x % vaen Sifstad 0,7
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- Budn ngi vd khhi phdt ngi gat Ptamipexol c6 li€n quan tt6n budn ngr)
va khdi ph6t nglj gat, dac biet d benh nhan Parkinson. Ngrl gat kong c5c
hoat dong hang ngay ma trong mot vai trudng hqp khOng bi6t hoac
kh6ng c6 dAu hieu beo rudc thi It gAp. Benh nhan cAn duqc thong b6o
vO di€u ndy va than trgng khi l6i xe hoac vaQ hanh mey m6c khi dieu tri
blng pramipexol. Benh nhdn c6 xuAt hiCn budn ngi vi/hoic ngi git cAn
han ch€ l5i xe hoac van hAnh m5y m6c. B€n canh d6, cAn cAn nh5c
gidm liAu hofc ngtrng diAu tri. Do khC n5ng c6 t6c dung cOng hqp, benh
nhSn cAn than treng khi s& dung c6c thu6c an thAn ho6c ruqu (alcohol)
cirng pramipexol.

- R6i loan kiCm sgdt xung tqc: Benh nhan nen duqc theo d6i thuOng
xuy€n su tien tri6n cta r6i loan ki6m soet xung luc. BQnh nhdn vA ngudi
chem s6c nen nh{n.bi6t vA c6c tri€u chong hanh vi ^.-ua r6i loan ki6m
so6t xung lpc bao gdm cd bac benh lf, tilng ham mu6nlinh duc, tang
hoat dong tinh duc, tiCu xai hay mua sAm qua d0, an nhiau vi in u6ng
v6 d0 c6 the xdy ra tren nhong b$nh nhan di€u tri vdi chAt chi vin
dopamin nhu pramipexol. Nen Xem x6t giam liAu/ngung thu6c tu tu n6u
nhu c5c trieu chung nay tien tri6n.

- Benh nhen c6 r6i loan tdn thAn: Chl diAu tri thu6c ch0 van domapin cho
bgnh nhan c6 r6i loen t6m thAn n6u nhu lgi ich.diAu tri cao hon nguy co.
Kh6ng dUng dOng thdi c5c thu6c ch6ng loan thAn vOi pramipexol.-

- Benh fin mach nAng: cAn than treng trong trudng hqp.c6 benh tjm
mach nang. Nen theo d6i huyet 6p, dac biet la khi bet 6lu dieu tri, vi
nguy co chung lA ha huy6t dp tu th6 li€n quan dAn lieu ph6p
dopaminergic.

- HQi chhng an thln Knh ec ilnh: SV xuAt hien cl]a c6c trieu chong trong
hoi ch0ng an thAn kinh 6c tinh cUng duqc ghi nhan khi ngirng dot ngot
lieu phep dopaminergic.

- Hien fiNng gia tdng: Cec b6o c6o trong y vdn cho lhly ttilu tri hoi chtlng
chan kh6ng yen blng thu6c dopaminergic c6 th6 gay teng hoi chung
chan kh6no ven.

TUONG TAft'HUOC
- Amantadin: C6 th0 lam giim nhe d0 thanh thii dudng u6ng cria

pramipexol.

- Cimetidin: Gdy tiing 50% AUC cia pramipexol va teng 40% thdi gian
b6n thai (N=12).

- Nhong thu6c thdi tru qua su ti6t dlhan: Dtng chung voi c6c thu6c duqc
bai ti6t boi he th6ng vfn chuyAn cation (vi du cimetidin, ranitidin,
diltiazem, triamteren, verapamil, quinidin, va quinin) ldm gidm d0 thanh
thei dudng u6ng cia pramipexol khoang 20%, tronqkhi d6 dung chung
vdi c6c thu6c duqc bai Uet bOi he th6ng van chuydn anion (vl du cec
cephalosporin, cac penicillin, indomethacin, hydroclorothiazid, va
clorpropamid) it c6 anh hu0ng tl6n d0 thanh thai dudng u6ng crla
pramipexol.

- ChAt d6i khdng dopamin: M pramipexol la mot chet chi van dopamin, c6
th6 nhr?ng chrt d6i khang dopamin, nhu ld thu6c an thAn (c6c
phenothiazin, c6c butyrophenon, c6c thioxanthen) hay metoclopramid,
c6 th6 ldm giam higu quA cia pramipexol.

- Nen tranh viOc sr) dung ddng thdi thu6c ch6ng loan thAn v0i pramipexol
n6u $c !6c ttong q6i khang c6 th6 xiy ra.

PHU Nu CO THA| VA CHO CON BU
Phu n0 c6 thal
Anh hudng tren phu nri c6 thai va cho con b0 chua.duqc nghien crlu O
ngudi. Prahipexbt rn6ng gay qu6i thai tren.chuot c6ng vd th6 nhLpng c6
dac tinh tren phoi chuot c6ng khi dung lieu doc cho.chuot_ c6ng m9.
Kh6ng n6n dung pramipexol trong thai ki tru khi that can thiet, nghia la
chi diAu tri n6u lgi ich cao hon nguy co d6i vdi thai nhi.
PhU nO cho con b0

- M pramipexol rlc cn6 ti6t prolactin tr6n ngudi, nen c6 th6 ric ch6 su ti6t
soa. Su bAi ti6t pramipexol qua soa me chua dugc nghien -cou d
ngudi. Tr€n chuot c6ng, ndng dQ thu6c c6 hoat tinh lien quan den hoat
tinh ph6ng xa trong soa chuot me cao hon n6ng d0 trong huyet tuong.

- Do kh6ng c6 dO lieu tren ngudi, kh6ng nen ding pramipexol trong thdi
gian cho con b0. Tuy nhi6n n6u bat buQc phai dilng thu6c, nen nglng
cho con b0.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
iramiperor co in6 ann hudng nhiAu d6n khh nang l6i xe vd vdn hAnh
mdy m6c. Ao giec hoac buOn ngr) c6 th6 xdy ra. N6u b€nh nhan s0 dung
pramipexol c6 xuAt hien bu6n ngu vd/hoNc ngi 96t thi kh6ng nen lai xe
hoac tham gia vAo c5c hoat dong ma su mat tinh t6o c6 thd gay thuong
tich nghiEm trong hoec tr) vong cho ban than hq hofc ngudi khac (nhu
van hanh m6y m6c) d6n khi con bu6n ngi va ngi gat kh6ng cdn noa.

TAc DUNG KHONG MONG MUON
ObQnh nhin mec benh Parklnson:
Rdt thtrtng glp

- Hg thAn kinh: Ch6ng mAt, r6i loan ven d0ng, bu0n ngi.
- Tieu h6a: Budn n6n.

Thrrtng gNp

- ram tnln: i,lo bAt thudng, c6c bi6u hiCn hanh vic0a r6i lo?n kiam soat
xung luc vi c6c hdnh vi xirhg luc cutng buc, l0 lAn, do gi6c, m6t ngi.

- H0 thAn kinh: Nhuc deu.
- Mlt: Suy gidm thi l\rc kA ca chr?ng song thi, nhin md vd giim thi luc.

- Mach m6u: Ha huy6t6p.
- Tieu h6a: T6o b6n, n6n.
- Toan than: Met mdi, phu ngoai bien.
- Khdc: Giim cAn kA cA giim cim gi6c ngon miQng.

It gdp
- NhiEm trirng vA nhiAm ky sinh trlng: Viem phdi.

- Noi u6t: Ti6t bAt hqp l, hormon ch6ng bai nieu.
- Tim thAn: An u6ng v0 dQ,. mua slm qu6 _60, Co tu0ng, in qud nhiAu,

Ulng hoatdong tinh.dvc, r6i loan ham mu6n tinh dqc, hoang tuong, cd
bac benh li, b6n ch6n, m6 sdng.

- H0 thAn kinh: Quen, teng dong, ngi gat, ng6t.
- Tim: Suy tlm.
- H6 hAp, ngyc vd trung thAt: Kh6 th&, n{c.
- Da vi m6 du0i da: Qu6 mln, ng0a, ph6t ban.
- Kh6c: Ting cAn.

Hidm gdp
- TAm thAn: Huno cAm

dOgnn nnan fiic hQl chong chan kh6ng y6n:
Ret thtrtng gAp

- Tieu h6a: Budn nOn.
Thltung gep

- Tam thAn: Mo bAt thudng, mAt ngi.
- H0 thAn kinh: Ch6ng met, dau dAu, budn ngi.
- Ti6u h6a: T60 b6n, n6n.
- Toan than: Met mdi.

It sap
- NhiEm trirng vA nhi6m ky sinh trung: Viem ph6i.

- Noi ti6t: Ti6t b5t hqp ly hormon ch6ng bai nieu.
- TAm thAn: Cdc bilu hign hanh vi cl]a r6i loan ki.m so6t xung luE va cac

hanh vi xung luc cuong buc nhu 6n u6ng v6 d0, mua sem que d0, teng
hoat dong tinh duc, va cd b?c benh lV; hi l5n, Ao tuQng, a-o giac, en qua
nhiAu, r6i loan ham mu6n tinh duc, hoang tuOng, b6n chdn, hung cim,
m€ sAng.

- H0thAn kinh: QuOn, r6i loan van dong, tiing ttQng, ngl] gat, ngAt.

- M5t: Suy gidm thi luc kA ce chring song thi, nhin md va giam thi luc.
- Tim: Suy tim.
- Mach m6u: Ha huy6t 6p.
- H6 hAp, nguc vA trung thAt Kh6 thd, nAc.

- Da vA mO du0i da: Qu6 mln, ng0a, ph6t ban.
- ToAn than: Phir ngoai bien.
- K-haci Gi6m c4n k6-ca gi,m cim gi6c ngon mieng, tang cen.
OUA LIEU VA XU TRI

THUOG NAY CHI ouHO THCO OON CUA BAC SI

ThOng

Ngdy duy€t noi dung toa: 2g10/2016
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