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MAU NHAN CHAI XIN PANG KY

EACH CAPLET CONTAINS: R x

MOI VIEN CHUA:
Risperidong................2mg B( Thude Ban Theo Ban Chai 100 Vién Nén D4l Bao Phim Risperidon 2mg I
Excipient gq.s...........per caplet Tddwcwadl.......__ _1veén

Indicatien, Dosage, Instruction And Conka -indication:

Chi Binh, Li€u Dng, Cdch Ding V4 Ching Chi Dinh-
See in the leaflat D O‘ E N I O Xin doc it hudng diin sif dung
Specitication: In - house Tigu Chudn TCCS

Store in a dry place, below 30°C, Risperidon. ..2mg Bdo Qudn Noi khd, nhibt dd dudi 30°C, trdnh dnh sdng
protact fram light. — Boc Ky Hudag Dda S Dyag Trdc Kbi Ddog

Read Leaflet Carefully Before Use Bé Xa Tdm Tay Tré Em

Keep Out OF Reach Of Children DN KAM SBK / Peg. Mo

> 4 S5 18 5X / Batch o -
LT e by

Han Ding / EXP

DONG SAM MAN
TRADING PHARMACEL

W DUOD PHAR [
TN Tap O Biem Fan - TH HOW

EACH CAPLET CONTAINS: Thube cung c&p cho bénh vién E TA:
Risperidone. ... & Thufic Bdn Theo Pan Chal 200 Vién Nén Dai Bao Phim R-,Spﬁr“:)?,{f‘ff CHUH .2mg
Excipient g.S........... Td dugc vira di..
Indicatian, Dosage, Instruction And Conta -indication: Chl Binh, Lifn Ding, Cdch Ding Vi Chifng Chi Binh:
See in the leafiat D O E N T O Xin doc td hudng din s dyng
Specification: In - house C Tidu Chudn TCCS
Store in a dry placs, below 30°C, Hisperidon..ng Bdo Oudn: Nov khd, nhigt d dudi 30°C, trdnh dnh sdng
pratect trom light. Bgc K§ Hudng Ddn S& Dyng Trude Khi Ding
Read Leatlet Caretully Balore Use | 08 Xa T4m Tay Tré Em L)
Keap Out Of Reach Of Childran | LS XA SBK / Beg. No
| 56 L6 5X / Baleh No
[lm‘“m“" | - Ngdy 8 / MFD

Han Ding / EXP

b Ty

DONG NAM MANLFA P SX - TH DUEIC PHAM DONG
THADING PHARMACELTIE, L0 2% Puong 1A - KO8 T4 Tao, O B Tan - T HEM

EACH CAPLET CONTAINS B( Thusc cung odp cho bénh vign MOl VIEN CHUA:
Risperidone...................2mg Thudie Ban Theo Bon Chai 250 Vién Nén Dai Bao Phim RISPEridon. ...............2mQ
Exciplent q.5...........per caplet Td duge wia di...............1 vién
Indiealion, Dosaga, Instruction And Conkra -indication: Chi Dinh, Lidu Ding, Cdch Ding V2 Chiing ChI Dink:
See in the leaflet D O‘ E N T O Xin doc 1o hung din si dung
Specification: In - house Titu Chudn TCCS
Stare in a dry placa, below 30°C, Risperidon...2mg Bdo Qudn: Naoi kho, nhigt do dudi 30°C, tran!_T dnh séng
protect rom light, Boc K Hidng Odn St Dyng Tride Khi Dilng
Rvad Leallot Carafully Befors Use i D6 Xa Tdm Tay Tré Em
Keep Out Of Reach Of Children | e S8 1 5/ B4 o /
Lmwn = Aol e s
. Han Dung / EXF J ,,#
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EACH CAPLET CONTAINS: & Thude cung cdp cho Dénh vién mbi VIEN CHOA
Risperidone .. ... .2mg Thufic Bdn Theo Bon Chai 500 Vién Nén Dai Bao Phim Risperidon. ... 2mg
Excipien! Q.5...........per caplet T dupe vira 0. ... 1 vign

Chl Binh, Lifn Ding, Cdch Ding V& Chiing Ch Binh:

Indication, Dosage, Instruetion And Contra -indieation:
See in the leafiet D O C E N I O Xin doe t hudng din sif dyng
Specilication: In - howse Tidy Chudn TCCS

Store in 2 dry place, below 30T, Risperidon...2mg Bao Qudn Noi kb8, nhigt dd dudi 30°C, :;anrﬁ anh sdng
protect from light. Boc Ky Hudng DBn Sd Dyng Trude Khi Ding
Road Leallet Carefully Bafore Use | o El Xa T&m Tay Tré Em
Keep Out OF Reach Of Chikiren [ DONGNIM 5640 % ) ek o
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DOCENTO
Vién nén dal bao phim
Céng thic : Mbi vién chia

RIEPRHAON ivecoinivismirissmsansiemnssnssrimssersiumisiissssssisissisiesissni 0 MG

Td dugc . Ludipress, Lactose, Natri lauryl sulfat, Microcrystalline cel

Silicone dioxyd (Aerosil), Talc, Magnesi stearat, HPMC 615, PEG 6,0(

Mau Ponceau 4R
Trinh bay :

VI 10 vién, hop 3 vi, hép 6 vi, va hop 10 vi.

Chai 100 vién, Chai 200 vién, Chai 250 vién va Chai 500 vién
Dugc lyc hoc :

56 Ay b Sodium starch glycolat (DST), Colloidal
000, Titah Gioxyd! m_.,; unset yellow lake, Mau Sunset yaliow,
o/ COPHAN \ig\
% (SANXUAT - THUONG MA *\
o\ DL‘JOC PHAM /x|
\%\DONG NAM, /&7
Risperidon 1a mét thu8e chéng loan than loai benzisoxazol, ¢é tac dun g#Floc véi thy thé serotonin typ 2 (5 HT2) va
thy thé dopamin typ 2 (D). Risperidon ciing gén vdi thy thé adrenergic alphaT, V& véi thy thé histamin H1. C6 rét it tic dyng phy
khang cholinergic. Mgt téc dyng cén bing gilla sy d6i khéng vdi thy thé 5HT2va D2 cé téc dung 18t chéng nhilng triéu chiing
*duang tinh® [do gide, y nghi khéng binh thudng, sy tha dich, phdn Ung dang suy doan (paranoia)}, va chéng nhiing triéu chdng "am
tinh® (rdi rac vé tm thdn, m4t sy déng cAm, m&t hanh vi xa hoi, m&t hoat ddng vé 18i néi), trong tAm than phan liét. Tac dyny cén
béng nay ciing lam gidm nguy cd ciia hi chung Parkinson. Risperidon ¢6 tdc dyng an thdn, do dé ¢6 thé ¢6 tudng tic vdi thudc
gidm dau va an th4n.
Risperidon da dugc chdp thuan & nhiu nudc dé diéu tri tm thdn phan ligt. Nhiing thudc *chéng loan than khéng dién hinh* méi
han, trang d6 c6 risperidon, ¢ thé ¢6 hiéu lyc vdi ngudi bénh khéng dép ng vdi ligu phdp khdc. Trong nhiing thlf nghiém 1am sang
ngén han (6 - 8 tudn) c6 kiém ching trén nhiing ngudi b&nh ndi tri c6 tdm th&n phan liét, da xac dinh hiéu qua cla risperidon ding
trong diéu tri r8i loan tam than. Vi chua xéc dinh higu qua cla risperidon trong thi gian dai hon, cén dinh ky danh gid lai sy.cdn
thigt clia viée tiép tyc liéu phap khi ding thude dai ngay.
Dugc déng hoc :
Risperidon dugc hép thu t6t khi ung. Thiic &n khéng &nh hudng dén t8c dd hodic muc d§ hap thu. Risperidon dugc chuyén héa
nhiéu trong gan nhd cytochrom Puso 206 thanh mdt chét chuyén héa chil y&u, cé hoat tinh 1a 9 - hydroxyrisperidon, Chat nay €6
hiéu Iyc béng risperidon vé hoat tinh gén vdi thy thé va c6 nira dai la 20 + 3 gid. Sau khi udng risperidon, néng dd dinh huyét tuang
dat dugc trong vong 1 gid. Sinh khé dyng udng la 66 +28% & ngudi cé chuy&n héa manh, va cao han & ngudi cé chuyén héa yéu.
Mtc d6 gan vai protein huyét tudng la 89% d6i vai risperidon va 77% déi vdi chét chuyén héa cé hoat tinh. Thé tich phan b cia
risperidon la 1 - 2 lit’kg. 4 ngudi cé chuyén héa manh, nlta ddi clia risperidon la 3,2 + 0,8 gié, mie thai trir qua nudc tidu 1a 3 + 2%
va do thanh thai la 5,5 + 2 ml/phit/kg. Chat chuyén héa cé hoat tinh, 9 - hydroxyrisperidon c6 nita ddi la 20 + 3 gid. O ngudi cé
chuyén hoa manh, .
35 + 7% liéu risperidon tiém tinh mach dugc bai tiét dudi dang ch&t chuyén héa cé hoat tinh, chl y&u la qua than va do dé cé
tuong quan vdi chic nang than. O ngudi ¢ chuyén hod yéu, khodng 20% clia liu risperidon tiém tinh mach dugc thai trir dudi dang
khéng bién d8i, 10% dudi dang 9 - hydroxyrisperidon; dé thanh thai hai th&p hon 1 mi/phitkg, va nifa ddi clia risperidon tudng ty
nhu clia chét chuyén héa cé hoat tinh, khodng 20 gig. Nlia ddi cla t8ng 2 chét risperidon va 9 - hydroxyrisperidon Ia 20 - 24 9.
Cén diéu chinh liéu dung déi véi ngudi cé bénh than hodc gan.
Chidinh :
Risperidon dugc chl dinh dé diéu tri bénh logn tam thén cp va man (c6 ci trigu ching 4m va dudng). Khi quyét di W
Risperidon dai ngay, thdy thuc cén dinh ky dénh gia lai vé hiéu Iyc cia thuBc véi tifng ngudi bénh.
Chéng chi dinh :
Nguéi bénh dung qud liéu barbiturate, ché phdm ¢6 thubc phién hodc rugu,
C6 tién sl m&n cam vdi ché phém.
Phy nil c6 thai
Liéu lugng va cdch ding :
Céch ding: ’ e
Risperidon dugc ding udng, 2 I&n trong ngdy. Thic &n khdng dnh hudng dén sy hép thu qua dudng tiéu hoa clia risperidon,
Liéu lugng:
Dé diéu tri loan tam thdn & ngudi Idn, thudng ding liéu ban ddu 1 mg, ngay 2 1&n. Cé thé tang lidu vdi lugng gia ting 1 mg, ngay 2
14n vao ngay thi hai va thit ba, néu dung nap dugc, cho tdi khi dat liu 3 mg, ngdy 2 14n. N&u ha huyét ép xay ra trong khi dé liéu,
phéai gidm liéu. Sy diéu chinh liéu ti€p theo thudng thyc hién d khodng céch [t nh&t 7 ngdy, vdi lugng tang hodc gidm 1 mg, ngay 2
1an. '
Hiéu lyc t8i da cla risperidon dat dugc vdi liéu 4 - 6 mg mébi ngay. Liéu hang ngay cao hon 6 mg khéng c6 tac dyng tét hon, ma con
gy nhiing ADR n&ng hon, trong dé c6 nhitng triéu ching ngoai thap. Khong diing liéu vugt qus 6 mg méi ngay.
Liéu lugng trong suy thén va suy gan: )
Vi sy thai trif risperidon c6 thé bi gidm va nguy co vé tac dung phy, dic biét 1a ha huyét dp, ting 1&n & ngudi cé suy than va & ngadi
cao tudi, phai bt ddu diéu tr| risperidon véi liéu gidm bat, ding 0,5 mg, ngay 2 I4n va ting 1&n khi c4n thiét va khi cé thé dung nap
dugc, vdi lugng gia ting 0,5 mg, ngay 2 I4n; tang liéu quéa 1,5 mg, ngay 2 1dn, phai dugc thiic hién & khodng céch it nh&t 7 ngay.
Ciing c4n gidm liéu d ngudi suy gan vi nguy cd ting lugng risperidon ty do d nhilng ngudi bénh nay.
Lidu diing cho tré em: Chua xdc dinh dugc d6 an toan va hiéu qua.
Tdc dyng phy :
Nhiing tac dyng khéng mong muén thudng gap trong khi diu tri vdi risperidon 1a lo &u, ngit ga, triéu chiing ngoai thap, chong mat,
tdo bén, budn nén, khé tiéu, viém mii, ban va nhip tim nhanh. Nhilng tic dyng khéng mong mudn thudng gip khi ngitng thu8c gém
triéu chdng ngoai thap, chéng mat, ting ddng, ngli ga va budn nbn.
Thudng g4p, ADR > 1/100 :
Thén kinh trung udng: Chéng mét, ting kich thich, lo au, ngli ga, tridu chung ngoai thap, nhic ddu, hdi ching Parkinson.
Tiéu hoa: Tdo bén, buén ndn, ndn, khé tiéu, dau byng, chédn &n, ting tiét nudc bot, dau rang.
Hbé h&p: Viém mi, ho, viém xoang, viém hong, khé thd.
Da: Ban, da khé, ting tiét ba nhén.

W,

Thén kinh - ¢ - xudna - khdp: Dau khdp.

e
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2 Mat: Nhin md.
Khdc: Dau lung, dau ngifc, s6t, mét mdi, nhiém khu&n dudng hé h&p trén, loan chic nang sinh dyc. 228
Hiém gdp, ADR < 1/1000 '
Thén kinh trung udng: Gidm tap trung, trdm cém, lanh dam, phan Ung ting trudng lyc, sdng khodi, tang dyc tinh, m&t tri nhd, néi
khé, chéng mat, trang thai siing sd, di cam, I 1&n,
Tiéu hoa: Py hoi, fa chay, tAng ngon miéng, viém miéng, phan den, khé nut, tri, viém da day.
Hb hédp: Thé nhanh, co thdt phé& quan, viem phéi, thd rit.
Da: Tang hodc gidm ra mé héi, triing cé4, ryng téc 16ng.
Tim mach: Téng huyét dp, gidm huyét &p, phi, bl§c nhi th&t, nhéi mau cd tim.
Mat: R&i loan didu ti&t, khé mAt.
Noi tiét va chuyén héa: Gidm natri - huyét, ting hodic gidm cén, ting creatin phosphokinase, khat, déi théo dudng, tiét sda khéng
thugc ky cif, m&t kinh, dau kinh, to vii dan éng. : £
Théng bdo cho béc sy nhilng téc dyng khéng mong mudn gp phai khi sit dung thuc
Thén trgng khl diing :
C6 thé gidm thidu nguy cd xay ra ha huyét 4p thé diing va ngét trong khi didu tri vai risperidon bdng cdch han ché liéu ban ddu & 1
mg, ngay 2 Idn, cho ngusi I6n binh thudng, va 0,5 mg, ngay 2 I4n, cho ngudi cao tudi hodic ngudi suy nhuge. ngudi cé suy gidm
chtic ndng than hoéc gan, va ngudi dé bi hodc cé nguy cd bj ha huyét ép.d ngudi ¢6 bgnh tim mach (xd cing déng mach néng, suy
tim, r8i logn dén truyén), bénh mach mau nao, hodc nhiing trang thai d& bj ha huyét 4p (vi dy, m&t nudc, gidm luu lugng méu, lidu
phap chéng tang huyét ap déng thai), va & ngudi c6 tién s ddng kinh, co cling co hodic h§i chung Parkinson, c4n phai ding lidu
thdp hon va bat ddu diéu tri véi lidu th&p. VI risperidon c6 thé lam r8i loan kha n&ng phén dodn, suy nghi va ki nang van déng,
ngudi bénh khdng nén vén hanh nhiing may méc nguy hiém, ké ca xe gén ddng co, cho t4i khi biét chéc 1a risperidon khéng gay
tac dyng khéng mong muén néu trén, % =
Tuong tdc thudc :

Quinidin ¢6 thé lam téng tac dyng bléc nhi - tht ciia risperidon. Risperidon cé thé 1am téng tac dyng ha huyét 4p cla thubc chéng
tang huyét dp. Risperidon c6 thé W8i khang vdi téc dyng clia levodopa va thuSe chil vén dopamin. Viéc sif dyng lau dai
carbamazepin cung vdi risperidon ¢6 thé lam tang tac dyng cla risperidon. Viéc sl dyng clozapin véi risperidon ¢6 thé lam tang tac
dyng cta risperidon. Do nhng téc dyng chd y&u trén hé thdn kinh trung uong clia risperidon, phai ding liéu risperidon th&p- han khi
phdi hdp vdi nhilng thuc tac dyng trén th&n kinh trung uong khéc va nigu. Trong 14t c& nhitng trudng hgp nay, c&n phai diéu chinh
liéu lugng : '
Téc ddng ciia thuSc khl 4l xe va v§n hanh mdy méc : Chua cd bdo cdo
Phy ni c6 thal va cho con b : ' ®
Thoi ky mang thai :
Khéng dung risperidon cho ngudi trong thdi ky mang thai.
Thdi ky cho con bd .
Khdng rd risperidon c6 bai ti€t trong sifa me hay khéng. Ngudi dang diing risperidon khéng n&n cho con bu
S{tdyng qua lldu :

Biéu hign: Néi chung, nhing du higu va triéu chiing thudng gip 14 do sy ting manh nhiing tac dyng dugc ly da biét ciia thude, nhu
budn ngdi, an thén, nhip tim nhanh va ha huyét 4p. Nhing téac dyng khac gém khodng QT kéo dai, co giat, va ngiing tim - hé hap,

Diéu trj: Thiét lap va duy tr théng khi d& ddm bao cung c&p oxy ddy di. Rla da day (sau khi dét 8ng khi quén, néu nguai bénh mat

y thic), va cho than hoat. Kha naing y thic thu hep, ¢ con dng kinh hojic loan truong Iyc cd & du va c6 sau qua lidu co thE gay
nguy cd hit phai chdt ndn khi gay nén. Phai bit ddu theo dbi tim mach ngay va theo ddi dién tm A8 lién tyc d8 phat hién loan nhip
co thé xay ra. N&u ap dyng liéu phap chdng logn nhip, khéng dung disopyramid, procainamid va quinidin, vi cling gy tdc dyng kéo
dai QT, cng hgp vdi tac dyng clia.risperidon. Tac dyng chen alpha adrenergic clia bretylium cling céng hgp vdi téc dyng ciia
risperidon ddn dén ha huyét dp. Do d6, nén ding nhiing thudc chéng loan nhip khac ngodi nhiing thuéc ké trén. Khéng cé thude
gidi ddc d3c higu vdi risperidon, cdn dung nhing bién phép hd trg thich hgp. Diéu tri ha huy&t &p va suy tuén hoan béng truyén
dich tinh mach va/hodc cho thudc tac dyng giéng giao cam (khdng ding epinephrin va dopamin, vi kich thich beta ¢6 W
ha huyét 4p do tac dyng chen alpha clia risperidon gay nén). Trong trudng hgp c6 triéu ching ngoai thap néng, du ang
cholinergic. Theo dbi chit ché cho tdi khi ngudi bénh héi phyc.

Bdo quén : Noi khd, nhiét d§ dudi 30°C, tranh 4nh séng. . Lo
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Thuéc nay chi dung theo don clia thdy thusc . P,
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NEU CAN THEM THONG TIN, XIN HO1 Y KIEN BAC si/ o
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