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B055162-5233

RESPIDON-2

(Vién nén bao phim Risperidone ...... 2mg)

cAngeiopicBIgT:

Thide bén theo don

Bock§ hudng dlin sit dyng tride khidiing.

NEucin thém hdag tin, xin i kids b L.

Xin thdng bio cho biic s1biftcéc tic dyng ngogi § xdy ra trong qud winh st dyng.
B thubc xa thm tay tré em.

Khéng ding thufic 42 qué han o¥ dyng.

THANHPHAN

Mbi vitn nén bao phim chifa:
Th dangre: Lactose monohydrate, Starch {dried), Polyvinyl Pyrrolidane {K-30), Methanol
» Magnesium Stearate, Talcwm, TRC coat A | Lake of sunset yellow,
DUGC LICHOC:
Cd ch tic d9ng chinh xdc cla risperidone, cling nhy cic thuic didu trj bénh tim thin
khic, chira dugc bift nhumg tic ddng difu tri tim thin qua trung glan ki hop giTa d6i
khding dopamine logi 2(D,) v serctonine logi 2 (SHT,).
Risperidone i mit chit a4} khing monominergic o6 chon bpe voi &i e cao (Ki & 0,12
0&n 7,3 nM) cho serotonin logi 2(SHT,), dopamine logi 2 (D,)a, v3 a, adrenergic, va cic
thy th€ histamin H,. Risperidooe khdng o6 di lyc d8i voi clc thy thé muscarinic
cholinergic hojc adrenergic b, vi by
DUGCBONG HOC:
Sinh khi dyng wigng 86 theo duding vbng cla risperidone sau khi wbng mjt lidlu doa
vién nén | mg 13 94%. Sau khi ufng thufc dudi dang dung dich hodc vidn nén, nfng 48
dinh trang binh rong huy&t ieong xudt hiln san khodng | gid. Thi gian bin hiy bidu
kifn cla risperidone 14 ba gid. Ndng 49 0 trang thdi fn dinh cla risperidone dat dutfc
trong 1 aghy & ahitng 361 wyng ob chuy€nhéa rhng rii.
Risperidone thu bi odn phiin sau 1 i dat duge vdi f 1¢ gln 85%, bao gdm 70% wong
nude tifu v 15% trong philn. Risperidone duge chuyén héa ring rdi & gan thanh chit
chuyn hda chil y€u 1k 9-hydroxyRisperidone of e 89ng nhy risperidone xét vé mit
the dong gin k&t vk mOt vhi wc dyng & thi vir Ning ) wong huyft teong ciia
Risperidone, 9-hydroxyRisperidone vd Risperidone cfing vdi 9-hydroxyRisperidone 14
1 g wdi Lidu higng trong khodng lifu i 1 4€n 16 mg m8i ngdy (0,5 4€n & mg hai o mdi
ngdy). Thic &n khéing 1im dnh hudng d&n 1fc 4% cling nhy mdc 44 hip tha. Do 46,
Risperidone c6 thé dusic cho diing cd hojc khiing cé thifc in. Sinh khi dyng tuyét 48
theo duitng ufing cla Risperidone i T0%.
CHIDINHPIEUTR]
RESPIDON duge chi dinh 0f ki€m sodt cic bifu higncda bénh tim thin.
RESPIDON duge chi dinh difu tq bénh idm thin phin ligt cfp v min tinh roag 46
cdetritn ciwing duong tinh (nho Ao gidc, i logn trong sy nghi, thii 80 thi dich, tinh -
da nghi), vi/Modc cic tridu chitng m tinh (abwngd nghéch, thu miah, it i) ndi byt.
Risperidooe cling 1am diju bt céic ridu chitng v& ok cdm (nhaf el m clhm, cdm gide
65 1, 1o Au) di ki véi viem thdn phin lig,

i min thudic dic ch€ men chuyén,
Chding chi dinh & nhiing bénh nhin qui il cic: men
NHONG LUV ¥ DAC BIET VA CANH BAO KHI SUDUNG THUGC
Céc truing bp hi€m cda HAi Ching Logn Thiln Kinh Ac Tinh, dfc trung bdi gidm thin
nhiét, céng oo, khong &n djnh tinh tyf 88ng, nhin thic thay a5i vi ndng 40 CPK ting cao
di thatge bdio céio. Trong truding hgp ndy, nén ngung mei thue didu trf them thiln rong 46
o6 ci Risperidone. Ki€m sodt hii chitng loan thin kinh 4c tinh bao g8m, ngodi viéc
ngung thuffc diéu trj tim thiln, didu trj tridu ehiing tich ey vi theo doi chijt ché vil didu
trj cderlfi logn rdm rpng. Khong cf hifng nhifli tfng quit vé phic 48 dida trj duipc If dic
hidu cho chehi ching logn thin kinh dc tinh khdng ¢6 bin ching.
NEu benh nhiln edn phil dify trj thule Am thiln sau khi hii phye, khi ning thi si dong
thutic nén dugpc thin trong aem xé1 v theo d5i bénh nhio thitedn thin.
Risperidone o thé gy ra syt gia ting ndng 40 prolactin trong huy&t teong 1 thofc vio
Lidu lugng. Chic truing hop 40ng kinh cing 44 dugcbifo cio dit hifm ghp.

Ihdnirgng:

Ha huy€t dp the ding: Risperidone ¢6 thé ghy ha huy&t dp thé ding di kim vdi chodng
véng, tim nhanh vit & viii bénh nhin cé thi bj ngft ddc bidt trong giai doan chulln lidu
ban ddu, o6 thé 12 do phiin hdi ir dic tnh 3] khing adrencrgic. Nguy cohgs huySi dpthe
ditag e6 thé gifm thifu bAng cdch gidi han lidu khdi ddu d€n | mg hai ifn mbi ngly &
"ngudi binh thuding vA 0,5 mg & nguts 1én rufi vh 3 nhitng bénh nhin suy thin vl suy gan.
Men xem xét d€n viec gikm lLidu nfu ha huyft dp. Nén thin trong khi sif dyng
RESPIDON & nhiing bénh nhin 48 bigt c6 bj bdnh tim mach nhu ahdi miu od tiem, thifu
méu cd tim, suy tim hode bift thuting & din ruyén, céc bénh mach méu nfio vh cde tinh
trgng o6 thé dlin dn ha hoy&t p nhe mit nude, gidm the tch dich v didu uj véi cdc
thodc chifng cao huyEtdp.

Do cdc thudc of ddc tinh 387 khing thy thé doparmine i ki m vai sy xuft hign rdi logn
win #8ng mudn, n€u o difu hifu v trifu chimg cla 1fi logn vin dyng mudn, nén xem
xé1d8n vide ngung thitcl cdc thudc dido t tim thin.

Ciing nén thin wrpng khi ké toa Risperidone cho bénh nhin b b ah Parkinson do theo 1f
thuy&t, b thE lim bénh nfng han. Nén thin tong khi difu trj beoh nhin mbc bénh
Bng kinh,

DUNG CHO PHY NU CO THAL CHO CON BU VA TRE EM

Mie di & chil vt td nghi@m, Risperidone kh8ng cho thily 40« tinh tnfc tp 12n sy sinh
shn, 48 quan =it thify vii ufc dyng gidn ti€p qua trung ginn prolactin vi CNS. Khdng ghi
ahin duge tic dyng sink qudi thal cla risperidone trong nghitn effu ndo. Chin xée dink
e tinh an wln cda risperidone khi st dyng rong thai ky & ngudi. Do 46, chl nén diag
risperidone tong that kf o€l Igi fch vt i cdc nguy cu, Khdeg bift duge 13
;w:wm«m;mmm,,mﬁphu oif ding risperid oA e

TUONG TACTHUGC

Céc idng te gilts risperidone vt cic thufc khéc chua dugge ddnh gid todn thiin. Nfacé
cfc tic dyng ban du trén thiln kinh tnimg vdng cla risperidone, nén thin rong khi ding
risperidone k&t hgp vl cdc thulfe tic ddng trén trung udng va niga.

Risperidone cd thé i khinog voi cde tSc dyng cla céc chilt chl vin levodopa vil
dopamine,

S0 dyng Mu ngdy carbamazepine vdi risperidone c6 thé gia wing thanh thii cla

risperidone.

Sitdyng liu nghy clozapine v risperidone o6 thé lim giim thanh thii cda risperidone.
Phenothiarine, céc thudc ching trim cim ba ving vk mdt vii thuSc dc ché beta of thd
gia ting nding 49 trong buy&i wong cla risperidone nhamng khivng 1am gia ting ndng 69
ciia phin didu i i m thin.

Khi risperidone diing chung vdi ede thuSe gln k& maynh vai protein khde, o6 syf thay thE
tuivng ng trén Mm shngcla mit bojc hai thuc ra khdi protetn huy&tniong.

Thudc ding ddng thai: Nén khuyén bénh ahdin bio lai vai béc 51 nfu he dang sit dyng
hodc dif tinh dp dyng toa thulic hay thufic khdng cfn k& toa nko do of the cd khi ning
g tdc. Mén khuydn bfnh nhin rdnh ddng negu khi ditng risperidone.
SUDUNG QUA LIEU

Qué lidu thé hikn qua bubn agd v an thiln, tm nhanh vi he huy&t fp, vi tridu ching
ngogi thip. Trong rutng hop qud lifu cdp, md thong khi vii bio dim cung cip oxy vi

thdngkhiady ad.

Nén bt ddu theo d4i tim mach ngay 1ip ifc vi nétn bao gdm cd vidc theo ddidign im 44
lién typc 4 phiit hi#n chitng logn nhjptim 6 the xdy ra.

Khdngcb gidi dc 1 dfic tnmg cho Risperidone, Do 45 nbn 4p dyng nhlng biga phip b
trgf thich hyp. Ha huyt §p vA hi chifng ngogi thip & he tudin hodn, nén sif dyng thuffc
khéng cholinergic. N&n tifp tyc kifm tra va theo dBi chiitch# cho 487 khi bénh nhiin bii

phuc.

NHONG TAC DUNG KHONG MONG MUON,

“Téic dyng ngogi § thuding thilly i mAtngil, kich dfng, lo 14ng vi nhic diu.

Tt ghp hon 12 bubn ngh, mét méi, chodng véng, gikm Wp trung, tfo bén, khé tidu, bubn
o8, dau byng, nlila md, rfi logn cuong dutng, ri logn xuft tinh, 18 logn oyc khodi,
vi#m mi vi ndiban.

¢F mit v2i bénh nhin c6 thé 6 ridu chiing ngogi thip, cdc thc dyng ndy thung nhe vi
gidm ding ké khi ding heloperidal.

LIEU LUQNG VA CACHDUNG

Nén diing RESPIDON theo phéc 88 mdi nghy hai lin, néi chung 12 bt du vdi lilu 1
mg hai lin mBi nghy vio nghy thit nhit vdi cdc nfc ting | mg hai ln mbi ngay hing
nghy cho 4€n tfng lifu hing nghy 14 6-3 mg dat duge trong 3 48n 7 ngly tiry theo dung
ngpeda benhnhin, Khi cdn phii didu chinh lifu, nén ting/gidm theo tiing nifc nhd | mg
hai Mo mdinghy.

Trong treding hep nguidi lén mwéi holic nhifng b¢nhnhin bj sy thin vA suy gan. nén ding

L khai ddu 13 0,5 mg hailln mbinghy vi ting bing nghy theo tirng ofc niing nfclag

viti theo dbi huy€dp chitcha.

Hidu qui didu trj bénh thm thiln di dige chitng minh trong mdt diy lidu tir 4 4&n 16
mgingly tong cdc thit nghiém 1&m sing hd oo cho hifu qui cls RESPIDON, my
nhién, néi chung téc dyng 18 vu thuding dat dugc trong diy lidu 4 8n § mg/ngay. Tinh
an todn cda céc lifu rén 16 mg/ngdy chua duge khio st rong cdc b nghiém 14m
shng.

Lidis b trovg nhimdin 2 dlic bidt:

Lidu khdti ddu duigc khuy€n co 12 0,5 mg hai lin mbi ngiy 8 bénh nhin idn wdi hodc bj
suy kiét, hay nhitng bénh shin suy gan vi suy thin ndng vi nhilng bénh nhin of khi
ning bj tyt huy&t §p hay & ahing ngudti md ching tul huy€t dp o6 thé din d€n mienguy
cd. Tang lifu & nhiing bEah nhin ndy nén theo ting nic 0,5 mg hai 1in mbi nghy. Nai
chung, lidu ting trén 1,5 mg hai Hn mBi ngiy nén thyc hidn cich khodng khéng dudi
mdit tudn. Bénh nhin ldn ndi hode suy kigt vi nhitng bénh ahdn suy thin cf thé kém
khd ning d2o thii risperidone hon ngudi trudng thilnh binh twding. Béoh nhin suy gan
<6 thé bi gia ting phiin risperidone ty do v 1Y 46 c6 thi din d&n ic dyng gia ting. Béoh
nhin ot khi ndng bj phdn ¢ng mt huyt ép hay nhiteg nguri ma céc phin dng nky of thé
ghy ra mdtnguy cordic biftod thé cd n phii chufn lidu thin wong vl theo dai chitchi,
Trdem: Khong khuyn cdoddng cho tré em dudi 15 tdi,

Bifutriduyeri:

Trong khi khéng of bling chitng dé tri 19 cho vin o8 thii gian dibu trj voi RESPIDON,
khuy&n cdo nén GEp tye ding lidu thip nhit 6 hé duy i duge sy thuyén gidm bénh &
nihlTing bénh nhiln cho d8p tng cd Igk.

Cdeh ding: Ding theo diubmg uiing,

BAOQUAN: Bioquin snhigtdo dii 30°C.

DANGBAO CHE VA QUY CACH PONG GOI:

RESPIDON-2 dioc déng thinh vi 10 vign, hip 3 vi v mot irhudmg ddn sitdyng.

TIEU CHUAN CHAT LUGNG: BP

HAN DUNG: 36 thing ké trngiy sin xust.

54 10 sin xufit (Batch No.), nghy sin xuflt (Mfg.date), han diing (Exp.date): Xin xem rén
hinvi vit hp.

Mha sdn xudt

Torrent Pharmaceuticals L., ~
Irdrad- 3832 721, Diss. Mehsana,
INDIA



