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PHAN 1. HUGNG DAN SU DUNG THUOC CHO NGUOT BENH

THANH PHAN:
M&i vién nén GAYAX-50 chia;
P S )

£ prid 50mg
Td dudc: Cellactose 80, copovidon, BHA, natri starch glycolat, magnesi stearat.
MBleﬂ nén GAYAX chita:

tprid 200mg
Td dm:c Cellulose vi tinh thé, tinh biit ngd, povidon, croscarmellose natri, natri lauryl sulfat,
magnesi stearat, silicon dioxyd,
MBl viénnén GAYAX-400 chita:

'r id mmg
1§ dugic: Lactose monohydrat, tink bt ngd, povidon, croscar ilose natri, i stearat,
silicon dioxyd, natri lauryl sulfat.
M3 té sdn phiim:

GAYAX-50: Vién nén trdn méiu trdng, mitmétco dip iogng. mitkiacd dip gachngang,
GAYAX: Viénnén dai, miu trdng, hai mat tron.
GAYAX-400: Vién nén ddi mau rdng, moimatcd dip logoﬂ miitkia cé dip gachngang.
Quy ciich déng gbi: GAYAX-50 :HOp 10vi(Nhiim- Nhom) x 10 vién.

GAYAX :Hip4 vi(Nhéim - Nhém) x 7 vién.

GAYAX-400 :Hijp4 vi(Nhdm-Nhém)x 7 vién.
Thuie diing cho bgnh gi?
Sdnphdm GAYAX chifa thanh phin chinh c6 téc dung duge 1§ 13 amisulprid, mt chit thubc nhém
thufic chéing loan thin. Thudc dudc sit dung theo chi djnh ciia béc sy d€ diéu trj bénh tim thin
philn liét.
Bénh tim thin phin liét |Am ban cdm thiy, nhin thiy hodc nghe thdy nhitng thit khong c6 thit, ¢6
§ nghl s¢ hili k 1a, thay d8i hanh vi, vi 1dm ban cim thiy cd don. Pbi khi ciing c6 thé cim thiy
cingthing, loling va rim cdm.
Amisulprid gitp cdi thién nhitng suy nghi, cdm gidc va hianh vi bj r8i loan. Thuc diing trj bénh
tim thén phin ligt cd khi vita mdi bt ddu méc bénh v khi da bi trong thiti gian dai.
Nén diing thufc niy nhi the€ nio vi lifu lugng?
Lu:\n dhling thufc chinh xdc nhu hudng diin cia bdc s§ holic duge s§. NEu chwa 3, hiy hdi lai cho
chiicchin.

Liéuding:

Liéu diing dugc béc s§ chi dinh thy thudc vio tinh trang bénh ciia bénh nhin,
- Liéu thutting ditng trong khodng 50 - 800 mg/ ngay.

- Béic 5% c6 thé chi dinh Lidu thp hdn néu cdn thiét,

- NEucin thi€tbéc sy c6 thé nfing liu sit dung hing ngiy 18n 1200 mg.

- Céich ditng: Liu diing tir 300 mg/ ngdy trd xudng: Udng 1 &n vio cling 1 thisi diém trong ngly;
liéudding trén 300 mg/ngdy: Chia ldm 2 Iin/ngdy, mt nita viio budi séng va motnita vio budi ti.
- Nguiti cao tudi: Bic 5§ s& theo dai cdn thin do ban c6 thé bi gidm huy&t 4p hosic budn ngt do
thude.

- Tré em: Chéng chi dinh dilng thuSc cho tré em dudi 15 tudi (trudc tudi diy thi). Khéng nén sit
dung thufic cho tré em tif tudi dy thi 4€n dudi 18 tudi trirkhi ¢6 chi dinh clia béc 5.

- Suy thin: Bc s§ c6 thé s& chi dinh lidu thip han.

- Suy gan: Khéng cindiéu chinh lidu.

Cichding:

Udng nguyén vién ciing v8i nudc, khdng nhai vién. Ubng thufe tnsde bira dn, NEu edm thily wie
ddng ciia thuSc qud manh hodc qué y&u, khong ty § thay d8ilidu, thong bio va hdi § ki€nbdc sy
Khindo khong nén diing thudc nay?

Khéng nén diing thufic niy néu ban:

- Dj ttng vdi amisulprid, hodc bt k thanh phin nio cia ché phdm. Diu hiéu clia dj ¢ng bao gbm
ngita, khi thdh hodc kho khé, sung mjt, mdi, hrdi hodc hong.

- Mang thai, ¢6 thé s& mang thai hodc chocon bi.

- Phu nif c6 kha nding mang thai trir khi c6 bién phdp trdnh thai phis hop.

- Ung thif vii hodc ung thi phu thudc proiacun

- Dang diing mét trong nhifng thudc sau ddy: Qui di inamid, amiodaron,
sotalol, bepridil, cisaprid, sultoprid, thioridazin, mylhmmycm n&m finh mq.ch. vincamin tiém finh
mach, halofantrin, pentamidin, sparfloxacin.

- Tré em dudi 15 wdi (trudc wdi diy thi).

- Khéing phéi hop vdi levodopa.

- Bénhnhin suy thin c6 Cl, < 10 mL/ phit.

Téic dyung khong mong muin

Nhircdc thudc khic, amisulprid c6 thé gy téc dung khéing mong mudn, nhung khdng phii ai ciing
gip phﬂl

- H(’u d'll.‘mg an thﬁn ét. tinh (sﬁ'lcan Lhﬁy mﬁ hﬁl c&‘ng cd l'lhlp nm nhanh t.h\"f nhanh vii cdm thily
1d in, budn ngl hodc kich déng).

- Nhjp tim bt thuéing (tim dip nhanh, dau ngue).

- Huy&t kh&i tdc mach ddc biét d chin (phi, dau v 46 d chin).

- D& bi nhi&m triing hdn do ri loan vé méu (midtbach clu hat, gidm bach cfu).

- Phiin ting dj ing (it gdp). dfu hiéu nhiin bi€t 1A: ngifa, ndi mﬂg khé nuft hodc khé thé, phit moi,
mit, cd hong hofc hidi.
- Cogift.
Cdc tde dung khéng mong mudn khdc:

Rt thugng gdip: Run, cing cd hodic cocd, vin ddng chim, ting tiét nuwdc bot.
Thuitmg gdp: Vin ddng cd thé bit thudng khong kiém sodt duge, milt ngd, bin chdn, lo ldng. réi
loan ey khodi, tdo bén, budn ndn, ndn, khd miéng, giy ra ting tit sifa, v kinh, vd to & nam, dau
vii, vi réi loan chifc néing cuong dudng, ha huy€t dp, ting cin.
It gdp: Ting duding huy&t, nhip tim chiim, ting men gan,
Chata rés tédn sudi: Tang triglycerid va cholesteral méu, 16 Hn, hdi chidng cai thufc & tré sd sinh.
Nentrinh diing nhifng thuc hofic thytc phim gi khi dang sit dyng thudc nay?
MGt sd thudc c6 thé nong téc véi amisulprid nén phii thong bio cho bdc s§ hodic dugc 57 ciaban
v tftcd cdc loai thufc ma ban dang sit dung, bao gém cd cdc thufic ké don hojic khong k& don,
cic vitamin hofi¢ thudc tir duge ligu.
Thude khéng dwge diing chung véi amisulprid:
Thudc c6 thé gay xodn dinh tim
- Thuéic chdng loan nhip nhém la nhy quinidin, disopyramid, procainamid.

- Thu@t chdng loan nhip nhém I nhit amiodaron, sotalol.
- Clic thuic nhy bepridil, cisaprid, sultoprid, thioridazin, e:rylhmmymn tiém tinh mach, vincamin
tiém tinh mach, halofantrin, pentamidin, sparfloxacin,
Cié thé conedc tlluﬂ'ckhécngoél cdc thadc duge ligt ke & trén,
- Levodopa.
Thudc cd tuomg tde véi amisulprid. Thing bdo cho bde 57 néu ban dang udng edc thudc sau;
Ciic thufic lam ting nguy co gy xodn dinh tim:

- Cfic thudic lam chim nhip tim: thuéc chgn thu thé beta nhu sotalol, esmolol, propranolol, thudc
chenkénh calei nhu diltiazem, T 1, clonidin, in, digitalis.
-Céc thubc giy ha lu!ll huyé’t thué'l: Igi ti€u lam ha kali huyé&t (hydroclorothiazid,

hiadiazid, cl d, sulfamid), thudc kich thich nhudn tring, amphotericin B

tiém tinh mach, glucuomncold,lctmcosand
- Cée thufe an thiln kinh nhif pimozid, haloperidol, imipramin, lithi.
- Céc thufic sau diy cin dugc cin nhic khi sif dung chung vdi amisulprid:
+ Cic thubic (fc ché€ thin kinh trung uong nhyt thufe an thin, thude mé, thudc gidm dau, thufc
khdng histamin H1 gdy buén ngd, barbiturat, benzodiazepin va cac thudic chéng lo du khée.
+Cécthudc ha huy&t &p.

Poc k§ huwdng din sir dyng truréc khi diing - - Dé xa thm tay tré em

Théng bdo ngay cho bic s§ hofic dirge s§ nhimg téc dyng khéng mong mubn
khi sir dung thube

Thubc nay chi diing theo sy ké don ciia bi:ﬁy

T thng tin sin phdm ndy bao gom hiéng din si dung cho thubce

¢6 nhiéu ham lwgng khdc nhau.

+Céc chit chii vin dopamin (nhulevodopa).

Uéng amisulprid véi mdt ft nude. Khiing uéng nigu bia khi uéng amisulprid.

Cén liam gi khi m@t 1dn quén khong ding thudc?

Néu ban quén khéng diing 1 lifu, nén udng lidu 46 ngay khi c6 thé. N&u thivi di€m nhd ra da ngay
gén thoi di€m ding liéu thudc ti€p theo, khong diing liéu di quén ma diing thufc theo ding lich
trinh cii. Khiing ufng gdp doi lidu,

Céinlam gi khi ngitng diing thufic?

Ciin gidm lidu din ddn theo hudng diin clia béc 5§, khong ngitng thubc ddtng6td€ trinh xdy ra tdc
dung khéng mong mudn goi 13 “triéu chitng cai thulic" bao gdm budn ndn, ndn v mit ngd. Déng
thiyi khi ngitng thudc ddt ngdt c6 the giy tdi phit triéu chitng tim thin, ciing c6 the xdy racéc vin
ddng bat thuding khong ki€ m sodt dudc.

Cinbdo quin thufe ndy nhi the nao?

Gif thufic trong bao bi gc clia nha sdn xudl, ddy kin.

Bé thudc ndi khé rio, trénh dnh sdng, nhigt 46 khdng qud 30°C, va ngodi tim vai cia trét em.
Khéng sit dyng thuic sau ngiy h€t han ghi trén bao bi (héip va vi thuéc).

Nhitng difu higu v tripu chidng khi ditng thudc qud lidu

Diing thuéc chinh xéc nhirhudng din clia béc s§.

Khi diing qué liéu ban c6 thé bi cdc téc ddng khéng mong mudn nhut: budn ngdl, hén mé, ha huyét
4p vi triu chitng ngoai thdp (run, co cling, r6i loan viin ddng, ting L€ nude bot). C4 thé gay ra it
vong diic biétkhi sit dung qué li€u ciing vdi nhitng thufic ching logn thdn khéc.

Cénphiilam gi khi ding thut'c qué lidu khuy#n cdo?

Ngung ditng thufc va lién lac ngay vdi bdc sy hofic trung tim y t€ gdnnhat.

Mang theo vién thudc ciing vdi bao bi d€ bdc s§ bi€t ban di ung thudc gi vi c6 bién phip xif 1
kip thoi.

Nhifng di¢u ciin thin trong khi ding thufc nay

Trudc va trong khi ditng thudc nay, cdn théng bdo cho bdc sy va liw ¥ néu ban e6 nhing vin dé
sau:

- Suy thin.

- Bénh Parkinson.

-Bongkinh.

- Bénh tim hodc trong gia dinh c6 ngudi bi bénh tim.

<Bénh huy€tkhdi tic mach

- Pdithdo dudng.

- Ha kali mdu.

- Ngutsi cao tufi, nguisi cao tui bj suy gidm tri nhd.

- Bénh ung thy vii hoic gia dinh c6 ngudi bj ung thu vii.

- Thudc c6 th€ gily gidm bach cdu 1am ban dé bj nhiém triing hon, néu thdly edc tridu ching nhy
s61, viém, mét méi, thdng bio ngay cho bics§.

Ché€ phdm c6 chifa lactose monohydrat. Néu ban khong dung nap mdt loai dubng ndo d6, hiy
thiing bdo cho bdc sy.

Dang thudc cho tré em

An todn vi hiéu qui ciia amisulprid tif wdi diy thi dén 18 wéi chua duge nghién ciru. DT lign vé
viéc sif dung amisulprid & tré vi thinh nién bj tdm thin phin liét con it. Chéng chi dinh diing thuic
chotré em dudi 15 wdi (rude wdi ddy thi). Khdng nén sif dung thuSe cho tré em tir i ddy thi dén
dudi 18 tudi trir khi 6 chi dinh ctia bdc s§.

Ehy nit mang thai hodc cho con bi

Né&u ban c6 thai hodic nghi riing minh dang mang thai, héi ¥ ki€n bdc s§ trudc khi sif dung thusc,
Khéng diing thudc khi dang mang thai. Phu nif ¢ khé ning mang thai nén trao d6i vdi bdc sy v&
bién phép ngira thai hiéu qud medc khi sit dyng thudc.

Ngirng cho con bi khi s dung amisulprid.

Ldixeva vén hanhmdy méc

Amisulprid ¢6 dnh hudng nhe &0 khi ning 14i xe vi sit dung mdy mée do c6 thé giy 16 md v
budn ngil. Do d6, khing nén 14 xe v vin hiinh méy méc trude khi chdc chiin khdng bi nhitng 1dc
ddngnay.

Khi nio ciin tham vin bic sy, duge s§?

Cinliénlacngay voi bic s hodc trung tim y t€ gén nhdt khi diing thudc qud liéu chi dinh.

Théng bio ngay cho bie s§ hodc duge s§ nhitng 1ic dung khdng mong mudn gdp phdi khi sk dyng
thudic

N&u cnthém thdng tin xin hdi § ki€n bdc s§ hofic dugc s§.
Han diing ciia thufie: 36 thing ké tirngdy sin xudt.

PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TK

THANHPHAN:
Mai vién nén GAYAX-50 chifa;
Amisulprid 50mg
Té dugge: Cellactose 80, copovidon, BHA, natri starch glycolat, magnesi stearat.
M@i viénnén GAYAX chifa:
Amisulprid 200mg
Té ducie: Cellulose vi tinh thé, tinh bt ngd, povidon, croscarmellose natri, natri lauryl sulfat,
magnesi stearat, silicon dioxyd.
MBi viénnén GAYAX-400 chita:
Amisulprid A00mg
Ti duge: Lactose monohydrar, tink bt ngd, povidon, crosc il
silicon dlmyd. natri lauryl sulfar.
Ma t sdn phim:
GAYAX-50: Vién nén trdon miu trdng, mot mit cé déplogoé? métkiacé dip gachngang.
GAYAX: Vién nén dai, miu ring, hai mitron.
GAYAX-400: Vién nén dii miu tring, mjtmiteco diplogo ﬂ mtkiacé dip gachngang.
Quy ciich déng goi: GAYAX-50 :Hop 10 vi(Nhom - Nhom) x 10 vién.
GAYAX :Hip4 vi (Nhom - Nhom) x 7 vién.
GAYAX-400 :Hjp4 vi(Nhom - Nhdm) x 7 vién,
PACTINHDUQC LI/C HQC:
Tén chung quic t&: Amisulpride.
Nhém dugic 1j: Thude chéng loan thiin, Ma ATC: NOSALOS.
Amisulprid c6 4i lc cao vdi thy thé dopamin D/ D,, khong c6 i luc d6i vdi D,, D, va D,.
Amisulprid ciing khong c6 4i lwc ddi vdi thy thé serotonin, alpha-adrenergic, histamin H,,
cholinergic. Amisulprid ciing khdng giin viio vj tri sigma,
@ lidu cao, amisulprid wu tién chen thy thé dopamin & cffu tric vidn hdn 14 § thé vin,
dlidu thdp amisulprid wtu tién chen thy thé D,/ D, tién synap, gy phéng thich dopamin.
Biic tinh dugc 1§ nay gidi thich cho tic dung ldm sing ciia thufc trén cd triéu ching &m tinh vi
duong tinhciia tim thin phéin ligt
DACTINHDUGC PONGHOC:
Hép thu
Sau khiudng 11i€u 50 mg, amisulprid ¢6 hai dinh hdp thu: sau khi uding | gitf (ndng 46 huy€t iong
13 39+ 3 ng/ mL), sau khi ufing 3-4 gi (ndng 6 huy&t twong 1k 54 4 ng/ mL).
Bita dn gidu carbohydrat (chia 68% chit l6ng) lAm gidm ding ké AUC, T, vi C_, cla
amisulprid, nhung khéng thy c6 thay ddi ndo sau bifa in gidu chit béo. Chua 18 dnh hudng trén
ldm siing ciia nhitng thay ddi wén.

natri, [ stearat,



hoa thanh cac chat knong co hoat tinh. Amisulprid knong tich 0y va dugc dOng hoc cua thudc
khéng d8i sau khi udng liu lap lai.

Thdit,

i gi i d khéng bi€n ddi. 50%
Sttt OB oo o
qua thiin 1d 20 L/ gity hay 330 mL/ phiit.
Pl wigng diic bipt
Suy gan:

Do thudc dudc chuyén hoa qua gan it, khéng cdn chinh lidu & bénh nhin suy gan.

Suy thin:

Thi¥i gian bén thdi khéng d8i § bénh nhiin suy thiin, trong khi 6 thanh thdi toan thin gidm 2,5 d€n
31n. AUC tang 2 1in & bénh nhén suy thin nhe vi gdn 101in & bénh nhin suy thin trung binh. Dir
li#u cdn han ch€ vi chura o6 thong tin vé li#u 1dn hon 50 mg trén bénh nhin suy thin.

Amisulprid bj loai rit it qua thim phén.

Ngwri cao tudi (> 65 udi):

C_,..thiti gian bén thdi, AUC tiing 10 - 30% & ngudfi cao tudi sau khi ubng mét liéu 50 mg. Théng tin
cdn hanché, chira cé thdng tin khi diing lidu liplai.

CHIPINH:

Amisulprid dugc chi dinh € diéu trj bénh 1dm thin phin liét cdp tinh vd man tinh c6 cdc triéu
chitng duong tinh (vi du: Hoang tuding, do gidc, rdi loan suy nght) va/ hodc ¢6 cdc triéu ching 4m
tinh (vi dy: Riit khdi i sng x4 h6i), bao gdmcd cdc bénh nhin cé cdc triéu ching &m tinh chi€m

uu thé.

LtgntJNG-cAanﬁNG:

Diing duisng udng, lidu diing tir 300 mg/ ngdy trd xuting: Udng | Hn/ ngay; liéu ding trén 300 mg/

ngiy: Chialam 2 1dn/ ngdy. Nénudng thuc trude khi dn.

- Bénh nhiin c6 trifu chiing dudng giai doan cip tinh: 400 - 800 mg/ ngay. Trong mét s@ triding hop

c6 thé ting lidu 1&n d&n 1200 mg/ ngdy. Liéu trén 1200 mg/ ngay chua dugc ddnh gid ady dd vé

tinh an todn, do d6 khiing nén s dung. Khdng cdn chinh liéu khi bit ddu diéu i v6i amisulprid.

Chinh li¢u diing theo dédp tng clia tirng bénh nhin.

- B3i véi cdc bénh nhin c6 cd 2 loai triéu chitng &m tinh vi dudng tinh, nén diu chinh liéu aé

kiém 504115 vu triéu chimg dudng tinh.

- Lidu duy trd nén dugc diéu chinh theo tifng bénh nhiin vdi lidu thip nht o6 hiéu qud.

- Bi vdi céic bénh nhin chi y&u 14 trigu chiéng dm tinh, nén dilng liéu trong khodng 50 - 300 mg/

ngiy. Chinh lidu diing theo dép itng cda timg bénh nhiin.

Déi tigng diic bigt

Nguiri cao tudi:

Amisulprid nén dudc sit dung thin trong do nguy co ha huy€tdp va an thin, C6 thé cin gidm lidu

néucé suy thin.

Tré em:

Chéng chi dinh cho tré em dwdi 15 wdi (tnrde i ddy thi) do thi€u dir liéu vé an todn.

Antoan vit hiéu qud ciia amisulprid tif tudi diy thl d&n 18 tudi chifa duge nghién ciru. DI ligu vé

viéce sit dyng amisulprid & tré vi thAnh nién bj tdm thin phén lié1 con it Do d6, khéng khuyén cdo

sitdyng cho tré em tir tudi dy thi d€n 18 wéi.

Suy thin:

Amisulprid dugic thdi trir qua thin.

Bénhnhén c6 Cl, khodng 30 - 60 mL/ phit: Usng 1/2 liéu.

Bénh nhén cé Cl, khodng 10 - 30 mL/ phit: USng 1/3 liéu.

Chéng chi dinh cho bénh nhi ned Cl, < 10 mL/ phiit.

Suy gan: Do thudc dugc chuyén héa qua gan ftnén khong cdn thi€t phii diéu chinh liéu.

CHONG CHi PINH:

- Bénhnhiin m&n cim vdi amisulprid hodc bt ky thinh phin nao clia thudc.

- U phu thuéc prolactin nhwung thit vid, u prolactin tuy€n yén.

- Ut€ bito ita crom.

- Tré em dudi 15 i (tnede di diy thi).

- Phu nif ¢6 thai, phu nif cho con bad.

- Phy nif o6 khd ning mang thai trir khi c6 bi¢n phd p trdnh thai phil hgp.

-Khéing phdii hgp v6i cdc thufe sau vi cd thé giy xodn dinh tim: Quinidin, disopyramid,

procainamid, amiodaron, sotalol, bepridil, cisaprid, sultoprid, thioridazin, erythromycin tiém finh

mach, vincamin ti€m tinh mach, halofantrin, pentamidin, sparfloxacin.

- Khong phéi hop vdi levodopa.

- Bénh nhiin suy thin ¢ Cl, < 10 mL/ phit.

LUUY PACBIET VA THAN TRONG KHI SUDUNG:

- Hoi chiing thd n kinh dc tinh: Ciing nhif cdc thufc an thin kinh khdc, hdi chitng thin kinh dc tinh

(sBtcao, ciing cd, ri logn thin kinh thyc vit, ting CPK...) c6 thé xdy ra. Khi bi st cao, dic biét

khi ditng liéu cao, phi ngung ditng tfi cd cdc loai thudc tim thin.

- Bénh nhéin d4i théo dubg: Ting difing huy&t i ducc ghi nhin § céc bénh nhan diéu tr v6i cic

thudc ching loan thin khong dién hinh, bao gém cd amisulprid, do d6 bénh nhin da dugc chin

dodn d4i thdo duting hodic c6 nguy cd méc d4i thio duding khi bit ddu didu trj vai amisulprid nén

theo doi chit ché duding huy&t.

- Bénh nhén suy thn: Amisulprid dugc thii trif qua thin, do d6 cin diéu chinh lifu & bénh nhin

suy thiin (xem Liéu diing - Cdch diing).

- Bénh nhiin d8ng kinh: Amisulprid ldm ha thilp nguBing déng kinh. Nén thin trong vdi bénh nhin

6 tién sit dgng kinh.

- Bénh nhin cao tudi: Nhir cdic thudc an thin khéc, nén dgc biét thin trong  bénh nhin cao tudi do

nguy cd ha huy&t 4p va an thin. C6 thé phdi gidm liéu do chitc ning thin cda bénh nhin bj suy
m.

- Bénh nhiin Parkinson: Chi sit dyng amisulprid cho bénh nhin Parkinson khi tht sy cdn thi€t, vi

5& lam finh trang bénh Parkinson xdu di.

- Triéu chifng cai thufc: Céc triéu chifng cai thulc ¢ap tinh bao gdm budn nén, ndn vi mit ngd di

dutgic md t sau khi ngifng ddt ngdt lidu cao thuc an thin. Viéc thi phat triéu chitng tim thin ciing

6 thé xdy ra vA xuft hién cde r6i loan vin ddng khong 1y chit di duge bdo cdo. Do d6, khi mudn

ngung sit dung, nén gidm li¢u din ddn, trédnh ngung Aot ngdt.

- Anh hudng tim mach: Amisulprid lam kéo dii doan QT, ¢6 nguy cd gdy loan nhip thit ndng nht

xodn dinh n€u tride d6 bénhnhin d& b chim nhip tim (dwdi 55 nhip/ phit), gidm kali huyét, kéo

diti doan QT bim sinh.

- Bénh nhén c6 y&u 8 nguy cd dit quy: Trong cdc nghién citu lim sing nglu nhién so v8i nhém

placebo & nhdm din s& nguiti gid bj suy gidm tri nhd vit dugte didu trj vdi cdc thudie chéng loan thin

khéng dién hinh, nguy cd bi€n cff mach mdu ndo ting gip 3 1&n vi khong 16 cd ché. Khong thé logi

trit khd néing nity c6 thé xdy ra khi sit dung cdc thufc chdng loan thin khic hojic & nhém din s6

khdc. Nén sit dung thiin trong amisulprid & bénh nhiin e nguy cd ddt quy.

- Ngudi gitt suy gidm tri nhd: Ngudi gia suy gidm tri nhd duge didu trj vdi thudic chiing loan thin cé

nguy cd tif vong cao hon. Phiin tich 17 thif nghiém placebo c6 di ching (thdsi gian 10 tudn), phin

1¢in bénh nhiin sit dung thufic chdng loan thin khdng di€n hinh, ti 1& tif vong tAng 1én cao gip 1,6 -

1.7 lin so vdi nhém bénh nhin sif dung placebo. Trong thit nghiém lim sng c6 Afi chiing dién

hinh 10 tudn, ti 18 t¥ vong & bénh nhdn s& dung thufc 13 4,5%, so vdi 2,6% & nhém sit dyung

placebo. Miic dit c6 nhiéu nguyén nhiin giy tl vong trong nghién cifu lim sing sit dung thude

chiing loan thin khong dién hinh, hiu hét nguyén nhin 14 do tim mach (vi dy nh suy tim, 5t ul)

hodic nhi&m tritng (vi dy nhu viém phdi), Nghién cifu cho thiy tuong te nhif cdc thude chdng loan

thiin khong dién hinh, didu trj vdi thuc chong logn thin thing thuding c6 thé 1am ting khd ning u¥

vong.

- Huy€t khéi tdc mach: Mt viti tnring hefp bj huy&t khii tic mach (VTE) di duge bio cdo d bénh

nhéin sit dyng thude chdng loan thin, Vi bénh nhiin duge didu trj thudc chéng loan thiln thuting

vl cac thuoc chong loan thin, bao gom ca amisulpnd. Nhiém trang hay s0t khOng giai thich dudc
¢6 thé Ia bling chitng cho thiy thudc Anh hudng 4€n mau, vi cdn thi€t phii xét nghiém miu ngay.

- Ché phim c6 chifa lactose monohydrat nén bénh nhin bj bénh di truyén hi€'m gip kém dung nap
galactose, thi€u hut Lapp lactase hodc r6i loan hilp thu glucose-galactose khéng nén sit dung.

P& xatdm tay tré em.

sUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Thii ki mang thai

F dng vit, amisulprid khng cho thi'y ddc tinh d€n sinh sin. DA quan sét thi'y gidm khi niing sinh
sin (lién quan d€n tdc dyng duge 1§ giy ting ti€l prolactin cla thufc), Khong thiy tdc dung giy
quii thai cia amisulprid.

Dt liéu lam siing sif dung thudc cho phu ni¥ ¢6 thai con han ch€. Do d6, an todn trén phy nif mang
thai chua dugie thit lip.

Khong khuy€&n co sit dung thudc trong thifi gian mang thai trir khi Igi ich vugt tréi so vdi nguy .
Phu nﬂ:gkhﬁ ning mang thai nén trao 48i vdi bic s§ vé bién phip ngita thai hi€u qua trudc khi sit
dung thudc.

Tré sd sinh phoi nhi€m vdi thudc chdng loan thin (bao gdm amisulprid) rong 3 thing cudi thai ky
o6 nguy cd bi tdc dung khéng mong mun bao gdm triéu chitng ngoai thip vi/ hoic triéu chifng cai
thudc vdi cdc mifc 40 nding nhe vA thiti gian khdc nhau. P c6 bdo cdo cdc triéu chimg nhu kich
ddng, co citng, gid m trudng luc, run, Id md, suy hd hip hodc i loan &n. Do 46, tré sd sinh cin phii
duge theo ddi cin thin.

Thiti ki cho con bi

Khong ro amisulprid ¢6 bai ti€t qua sita hay khong, chéng chi dinh cho phu nit dang cho con bi.
Anh huiing cia thubc ddi véi cong vipe (ngudi vin hinh mdy méc, dang 14i thu xe, ngudi lam
victrén cao vi cic trudng hgp khéc):

Thém chikhi sif dung liéu nhirkhuy&n cdo amisulprid vin ¢6 thé giy ra finh trang budn ngd, Id md,
dnh hudng d€n khi ndng 14i xe vA vin hinh mdy méc. Nén thin trong.

TUONG TAC CUA THUGC VOI CAC THUOG KHAC VA CAC LOAI TUGNG TAC
KHAC:

Chdng chidinh phéi hop vdi cde logi thudc saudiy:

Céic thudic €6 thé giy xodn dinh tim:

- Thufic chdng loan nhip nhém Ia nhi quinidin, disopyramid, procainamid.

- Thudic chng loan nhip nhém IT nhiramiodaron, sotalol.

- Céic thuic nhr bepridil, cisaprid, sultoprid, thioridazin, erythromyein tiém tinh mach, vincamin
tiém tinh mach, halofantrin, pentamidin, sparfloxacin.

C6 thé cdn cdc thude khic ngoii cdc thule duge lidtké & wén.

Levodopa: Levodopa v cdc thufc an thin kinh d6i khéng hiéu qud ciia nhau.

Khéng nén phdi hop:

Amisulprid lam ting tdc dung clia rugu trén thiin kinh trung vdng.

Cédnthdn trong khi phdi hgp:

Céc thudic lim ting nguy cd giy xon dinh tim:

- Céc thubc 1am chim nhip tim nhu thufic chen thy thé beta, thufic chen kénh calei nhy diltiazem,
pamil, clonidin, guanfacin, digitalis.

- Céc thudc gy ha kali huy&t: thudc 1gi tidu 1am ha kali huy@t, thuSc kich thich nhudn tring,
amphotericin B tiém tinh mach, glucocorticoid, tetracosatid.

- Cic thufic an thin kinh nhyt pimozid, haloperidol, imipramin, lithium.

Nén cdn nhde khi phat hgp:

- Céc thude tic ché thén kinh trung wong nhu thudic an thén, thuc mé, thuc gidm dau, thudic khing
histamin H, giy budn ngil, barbiturat, benzodiazepin vi cdc thufic chdng lo du khéc,

- Cdc thudic hg huyétdp.
- Cdc chdt chil viin dop
nay.

TAC DUNG KHONG MONG MUON:

Rt thuirng gdp, ADR = 1/10

Thinkinh: Cic riéuchiing ngoai thip cé thé xdy ra: run, co citng, rfi loan vin dong, ting tiét
nude bot. Céc tridu chifng ndy thudng nhe khi sit dung liéu t8i wu va phuc hdi mdt phin ma khong
cin ngung amisulprid khi sit dung thudc diéu trj Parkinson, Tin suit mic céc triéu chiing ngoai
thap phu thudc vito liéu, tin sudt thip & bénh nhiin chii y€u c6 triéu chitng 4m tinh si¥ dung liéu 50
-300 mg/ ngay.

Thuimg gdp, 1/100<ADR < 1/10:

Thén kinh: RGi loan viin ddng thin kinh c&p tinh (veo cf co gidt, con xoay mit, cimg him) c thé
xufit hién (cdc triéu chitng ndy thudng nhe khi sif dyng liéu t8i wu vi s& phuc hdi mdt phin ma
khéng cdn ngung amisulprid khi st dung thudc diéu tri Parkinson), ld mo.

Tim thin: mitngd, bdn chdn, lo ing, rdi loan cye khodi.

Tiéu hda: tdo bon, budn nén, nén, khd miéng.

Ni ti€t: Amisulprid lAm ting néing d prolactin c6 thé phyc hdi sau khi ngung thudc, giy ra ting
ti€t sifa, v kinh, nif héa tuy&n vii, dau vii, va réi loan chifc nang cudng duong.

Rdi logn tim mach: ha huy&t dp.

Ké&tqud xétnghiém: tingcn.

[t gap, 1/1000<ADR < 1/100

Thiln kinh: Rdi loan viin ddng mudn dic trung bdfi vin ddng khong g chil nhip nhang chi y&u &
@i vii/ hodic mit dd duge bdo cdo, théng thubing sau khi sit dung thifi gian dai (thudc diéu tri
Parkinson khong cé hiéu qua hojic cd thé lam triéu chitng niing han), co gidt.

Chuyén héa va dinh dudng: Ting duing huy&t.

Timmach: Chimmnhjp tim.

Ké&tqud xétnghiém: Ting enzym gan, chil y€u i transferase.

Hé mi&n dich: Phin ing qud min.

Khéng rd tdn sudt

Huy€thoc: Gidm bach ciiu, gid m bach cdu trung tinh, gidm bach cdu hat.

Chuyén héa va dinh duding: Tang triglycerid vi cholesterol méu.

Thm thin: Ld 1in.

Thiéin kinh; Hoi chitng an thén dc tinh ¢6 khd niing gly tlf vong.

Tim: kéo dii khodng QT vi loan nhip thit nhuflogn nhip tim, nhanh thit, c6 thé din d&€n rung thit
hodic ngimg tim, gt o,

Mach mau: Truding hop huy€t khdi tic manh, bao gdm thuyén tdc phdi, ddi khi gdy uf vong va
tnfitng hefp huy€t khdi tinh mach sdu di dudge béo cdo khi sit dung thuSc ching logn thiin,

Da vit mb duidi da: Phit mach, may day.

Mang thai, sau sinh con vi céc thdng cudi thai ki : Hoi chifng cai thudc & tré so sinh.

Thiing bdo cho thdy thus cée tdc dung khdng mong mudn gdp phdi khi sit dung thude.

QUA LIEU VA CACH XU TRI:

Triéu chiing qud liéu: Budn ngl, hdn mé, ha huy&t 4p va triéu chifng ngoai thip. Cdc truding hdp
tif vong thuting durgc bioco khi sit dyng ddng thai vdi céc thudc chéng loan thin khdc.

Trong tntding hgp qué liu cp tinh, nén xem xétd€n khd ning sit dung nhiéu thudc ciing lie.
Thim tich mdu khéng hiu qui d8i vdi qud lidu amisulprid. Khong c6 thudc gidi ddc dic hiéu.
Theo ddi bénh nhin vl ¢é bién phdp ning 4 thé rang phit hgp. NEu ¢6 iridu chifng ngoai thip
néng, nén diing cdc thufc khdng cholinergic. Theo doi dién tim d8 do nguy ca kéo dii khoing QT
cho d&n khi bénh nhiin héi phuc.

Ditu kign bio quin: Noi kho rdo, trinh dnh sing, nhiét 40 khong qui 30°C.

Han diing ciia thude: 36 thang ké tirngdy sdn xudt.

in (nhy levodopa): vi amisulprid 6 thé Iam gidm tic dung cda cdcthudc

Sin xuft tai: DAVIPHARM

CONG TY CO PHAN DUGIC PHAM DAT VI PHU (DAVIPHARM)
L5 M7A, Budng D17, Khu Cong Nghiép My Phudc 1, Phudng Thoi Hoa,
Thij x& Bén Ct, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

Ngity xem xét sifa ddi, cip nhit lai ndi dung hudng diin sit dyung thufc:
12/12/2017

TOA057DBB




