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MAU HOP 6 Vi x 10 VIEN

Rx Thuéc ban theo don
GMP )

ALICOPIN

Haloperidol 2mg

Bz [oprodojey

6 Vi x 10 vién

THANH PHAN:

Haloperidol

Tadwocvirada..

Chi dinh, chdng chi dinh, cach dung, liéu diing va cac théng tin khac: W

Xin doc trong to hudng dén stk dung thude. o

BAO QUAN: Noi kho, nhiét d6 dwi 30°C, tranh anh sang.
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Doc ky hwéng dan stk dung trwéce khi dung SPK:

San xuét tai: L .

CONG TY CO PHAN DUGC PHAM TRUNG UONG 2 NSX:
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MAU TG HUONG DAN SU DUNG THUGC

(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

ALICOPIN

POC KY HUGNG DAN SUDUNG TRUGC KHIDUNG.

DEXATAMTAY CUATRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG KHONG MONG
MUGN GAP PHAI KHI SUDUNG THUOC.

THUSC CHi DUNG THEODON CUABAC SY.

THANH PHAN CAU TAO CUATHUGC:

Thanh phan cAutao cia 1 vién:

L =116 T=1 £ e 2mg
Taduwoc (Lactose, tinh bétsén, PVP K 30, Avicel PH 101, Ponceau 4R lake,
Erythrocin lake, Magnesistearat). ... virada 1 vién

MO TA SAN PHAM: Vién nén mau hdng, hinh tron, mét vién nhan, canh va thanh vién lanh
lan.

QUY CACHDONG GOI: Hop 06 vix 10 vién.

THUGC DUNG CHO BENH Gi?

-Bénhtamthan phan liét

- Hoi chirng Tourette & nguwdi I va tré em (mét triéu chieng lam cho tré em, thiéu nién va
ngui lén phét ra nhirng am thanh va hanh dong ma ho khdng mudn Iam va khéng thé kigm
ché lai duoc, nhu mét nhap nhay, nhan nhé mat, co giat dau - cb - vai - canh tay, nhan vai, la
hétion...).

- Hanh vi, ing x(r b4t thudmg & tré em.

NEN DUNG THUGC NAY NHU THE NAO VE LIEU LUONG?

Céch dung: Dung dudng ubng. Ubng 1-3 1An méi ngdy. Co thé ubng cuing hogc khdng cuing
v6i thire an. Ubng thubc déu dan theo mét lich trinh dét s&n, khong duoc quén, ubng trong
mot thei gian dai (khodng 4-6 tun).

Liéu dung: Lidu droc dua ra bdi bac sy didu tri. Lidu thudng dung khi bt ddu dung thuée1a
5 mg dén 10 mg m&ingay.

- Tiép tuc dung haloperidol ngay ca khi ban cam théy tét.

-Khéng dugc ngirng diing haloperidol ma khong hoiy kién bac sy. Viéc khinao dirng thuécla
do chidinh cliabacsy. }

KHINAO KHONG NEN DUNG THUGC NAY?

Ngudibénh dung quéa lidu barbiturat, opiat hodc rwou; bénh Parkinson, bénh trAm cadmnéing,
hén mé do bét ky nguyén nhan nao valoan chuyén héa porphyrin.

Tranh ding hodc st dung thuéc rét thén trong trong cac trdng hop sau:

Réiloan van déng ngoai thap, chirng liét cirng, bénh gan, bénh than, bénh mau va dgng kinh,
cudng giap, didu trj ddng thdi véi thube tre ché hé than kinh trung wong, adrenalin va cac
thubc c6 tac dung giéng giao cam khac, ngudibénh mén cam véithube.

TAC DUNG KHONG MONG MUGN CUATHUOC (ADRY):

Tacdung phy thuéng gap clia haloperidol bao gdm budn ngu, chéng mét, tim d&p nhanh, tao
bon, tang tiét nwéc bot, tang can. Mét higu (ng bét lgi quan trong thuong xay ra la ha huyét
ap khi dirng day. Doi khi didu ndy cd thé dan dén ngét xiu va nga xuéng, do d6, ngudi dung
Haloperidol nén c&n than khi thay @di vj tri. Nhirng tac dung phu thwrdng nhe va thudong giam
dAn sau vai ngay didu trj hoic ting liéu.

Haloperidol c6 ti&ém néng gay ra céc trigu chirng ngoai thap (EPS) nhu co co, dau bung, bdn
chdn, clrng co, va run rdy.

Haloperidol c6 thé gy réi loan van dong (TD) (d&c trueng v6i cac hoat dong khéng thé kiém
soat nhu nhin nho, mat moi, va co that tte chi). Dai khi ban cé thé khong nhan biét duwgcban
dang lam nhirng chuyén dong nay. TD thudng bat dAu sau vaithang didu trjva co thé hét. Tuy
nhién, néu tac dung nay xay ra sém, né co thé hétrét nhanh.

Néu ban gap bét ky triéu chieng sau day, hdy goi cho bac sicliaban ngay lap tirc:

-Cothatco bip, quaihamvacd tr& lai.

-N6i cham hoackhé khan

-Dibd xao tron

-Run hogic khéng cé kha nang ngdiyén

-Sét, &n lanh, dau hong, hodc cactriéu chirng giéng nhwcim

-Kho thé hodckhé nuét

-Phéatbandanéng

-Vangdahodc vang mét

-Nhip tim khéng déu.

Didu tri lau dai véi thubc chéng loan than da gay ra réi loan van dong (TD) trong mét sé bénh
nhan. Can thudng xuyén theo ddi sy phattrién clia TD. _7

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI PANG sU DUNG

THUOC NAY?

- BAt ky cac thubc gay budn ngl hodc chéng tang huyét ap khac déu c6 thé tingtac dung ha
ap va budn ngu cta haloperidol va tang nguy co bj nga. N6i chuyén véi bac s hodc dugc st
treéc khi bit dAu bét ky loai thuéc nao khac, ké ca cac thuéc khong can toa, vitamin, ché
pham bé sung dinh dudng, va san phdm ty nhién (théo duoc).

+ Cacloai thubc c6 thé 1am ting ndng d6 cta haloperidol trong co'thé ctiaban: ciprofloxacin
(Cipro®), cimetidin (Tagamet®), erythromycin, fluoxetin (Prozac®), fluvoxamin

(Luvox®), isoniazid (INH), mexiletin (Mexitil®), paroxetin (Paxil®), va nhom azol khang ndm
(Ketoconazol, Nizoral®).

+Cac loai thudc co6 thé 1am gidm ndng d¢ cla haloperidol trong co thé cia ban:
carbamazepin (Tegretol®), lopinavir / ritonavir (Kaletra®), ritonavir (Norvir®), phenobarbital,
phenytoin (Dilantin®), rifampin (Rifadin®), omeprazol (Prilosec®), oxcarbazepin
(Trileptal®).

~ Hatthubcla, str dung ma tiy, ubng rrou ciing c6 thé lam gidm higu qua cda haloperidol.
CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUOC?

Uéng ngay khinh¢ ra. Néu thai diém nhé ra gén véi thdi diém cualidu tiép theo thi bd qualiéu
@3 quén, doi dén thoi diém cda lidu ké tiép moi ubng thubc lai. Khdng dung lidu gép d6i &'1an
ubng ké tiép.

CANBAO QUAN THUGC NAY NHUTHE NAO?
Noi kh6, nhiét dd dwéi 30°C, tranh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHIDUNG THUGC QUALIEU?

DAu hiéu cia qua lidu co thé 1a: ting nhip tim, ha huyét 4p, an than, cac triéu chirng ngoai
thap, co giat, réi loan nhip tim. Tfu-dng hop nang c6 thé phat trién dén hon mé va tir vong.

CAN LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO?

Néu qua lidu xy ra, cho du cb y hay vé tinh, ngay I&p tirc goi cho bac sThodc dich vy y té khan
c4p, ho3c dézn bénh vién gan nhét d& duoc cp ciru kip thoi.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY?

a, Cac tinh trang cAn than trong khidung thubc

-Tré em va thiéu nién (r&t d& g&p cac tdc dung ngoai thap).

Nguwdi suy tdy.

Ngurdi cd u té bao wa crém.

Nguéi suy gan, than, bénh tim mach, bénh mach mau néo, bénh v& chirc nang hd hap, nguoi
c6 bénh glécdm géc dong, dai thdo dudng, bénh nhugc co, phi dai tuyén tién liét, ngudi bj
nhim ddc tuyén gip va nguoi cao tudi (d& bj phan trng phy ngoai thap hoc/va ha huyét ap
thé ding), d3c biét dbi véi ngudi cao tudi bj sa sat tri tu@ vilam téng nguy co tlrvong.

Khi cAn phai phéi hep véi 1 thubc chéng Parkinson dé xtr ly cc triéu chirng ngoai thap do
haloperidol, c6 thé can phai tiép tyc dung thubc chéng Parkinson trong 1 thoi gian sau khi
ngirng haloperidol d& tranh xuét hién lai cac triéu chirng.

Dung haloperidol didu trj hung cdm & ngudi bénh b bénh lvdng cwc, cn thén trong vi c6 thé
thay ddi tinh khinhanh chéng thanh trdm cam.

Phai theo déi sé Ivong bach cAu vi thuéc c6 nguy co lam gidm bach ciu.

Haloperidol c6 thé anh hirdng dén kha nang thyc hién nhirng hoat dgng ddi héi si tinh tao va
kha nang phéi hgp dong tac, thi dy van hanh may, laixe...

GAn day, theo co' quan quan ly thudc va thyc phdm Hoa Ky (FDA) khuyén céo cac nha [dm
sang cAn than trong khi ké don haloperidol cho cac bgnh nhan mat tri nh¢ ¢6 lién quan dén
c4c trang thai tam than ho3c dang str dung thi khéng nén dirng thudc dot ngot vi co thé lam
t&ing nguy co ttr vong cho bénh nhan.

b, Trwdng horp c6 thaiva cho con b

Thoi ky mang thai

Chua cé nghién ciru ddy dii trén ngudi. Tuy nhién da cé mt sé bao céo djdang & cac chithai
nhi khi ba me dung haloperidol cling véi mét sé thubc khac (nghi c6 kha néng gay quai thai
trong 3 thang dAu). Triéu chirng nhiém doc c6 thé xay ra & tré so sinh tiép xuc voi lidu cao
thuéc chéng loan thAn cho vao cudithai ky: tré so sinh c6 nguy co xudt hién trigu chirng ngoai
thap va/hoac triéu chirng cai thuéc sau khi sinh, gdm c6: vat va, tang trrong lipe, gidm treong
e, triéu chirng gibng loan déng mudn, run, budn ngti va khé ba. Phai theo doi bat cir tré so
sinh nao c6 triéu chirng ngoai thap hodc triéu chirng cai thuéc vi cac triéu chirng nady cb thé tp
hét hoc phai duocting cuéng didutr.

Thuéc chi nén ding trong dAu va cubi thai ky khi l9i ich tiém nang dwoc chirng minh c6 i
honnguy co co thé xay ra cho thai nhi.

Thoi ky cho con bu

Haloperidol bai tiét vao sira me. Trong thdi gian diéu trj bing haloperidol, khdng nén cho con

ba.

¢, Tac dung v&i kha nang lai xe va van hanh méay méc |
Haloperidol c6 th& anh hurdng dén kha naing van hanh may méc, 14i xe, do d6 khong nen laf'xe
khi dang diing thuéc. }1

KHINAO CAN THAM VAN BAC SY, DUGC SY?

Khi gap phai cac tac dung khdng mong muén trong qua trinh st dyng thubc.

Khi dung qua lidu khuyén céo dugc strdung.

Khi c&n thém thong tin xin héiy kién bacs.

HAN DUNG CUA THUOC: 36 thang ké tir ngdy san xuét.

Khéng dung qua thoi han in trén bao bi.

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUSNG DAN SUDUNG THUGC:

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1.CAC DAC TINH DUGC LUC HOC, DUGC BONG HOC:

1.1 D&c tinh dwoc lyc hoc

Nhém duge Iy: Thube an than kinh thuge nhém butyrophenon.

MAATC: NO5ADO1.

Haloperidol la thuc an than kinh cb dién thé hé 1 d&in xuéttir butyrophenon. Tac dung dwoc
ly chinh cia Haloperidol twong tu clorpromazin. Co ché chinh xac tac dung an thén kinh cla
haloperidol chua ro rang. Thubc tre ché TKTW & ving du6i vé ndo cia cAu tao lwéi clia
ndo, néo gitra va than ndo, co ché tac dung duoc biét dén nhidu 14 haloperidol phong téa
canh tranh voithy thé dopamine 2 (D2) sau synap trén hé TKTW va déi khang tac dung voi
acid glutamic trong hé théng ngoai thap. Haloperidol c6 tac dung chéng nén r&t manh, co
ché chéng nén clia thubc cling chua rd rang, c6 thé haloperidol ¢6 tac dung chéng nén
thdng qua viéc irc ché thu thé dopamin 2 (D2) & ving khdi déng hoa thu thé noi truyén tin
hiéu dén trung tam nén & nao. Gibng nhur cac thubc i khang thy thé dopamin khac
(clorpromazin), haloperidol cé tac dung Ién hé ngoai thap va cé pham vi diéu tri hep gitra lidu
didu trj cac loan than va lidu tac dung 18n hé ngoai thap. Haloperidol it gay ngu, ha hu ét 4p
hay giam than nhiét hon clorpromazin. Diéu tri thubc trong thoi gian dai khong thay gdy
chirng béo phi, chirng nay Ia vén a& ndi bat trong khi diéu tri v&i nhém phenothiazin (nhw
clorpromazin). Ngwei bénh khéng b an than, do d6 Iam t&ng kha nang thirc hién liéu phap
tamly.

1.2P3c tinh dwgrc ddng hoc

- Hép thu: sau khi uéng, haloperidol dwoc hép thu tir 60-70% & dudng tiéu hoa. Thubc qua
tudn hoan rudt - gan, néng dé dinh cia haloperidol trong huyét thanh dat dwoc sau khoang
2-6 giov. Néng dd haloperidol vAn c6 thé phét-hién.trong huyét twong ngudi bénh trong vai

tudn sau khiuéng 1 li¢u thuéc. A 000N
- Phan bé: Haloperidol duoc phabe ~|;<§‘ﬁa,k}.\§pré‘d thé; qha\duqc hang rao mau - nao, s*a
me va lién két cao véi protein hyyétiuong, xap xi92%: (0 \y,

U ;yé,lgé‘gan:\t‘koyeo% glucuronid héa thanh chét
éi TF(JH}OH 6 g,qua isoenzym CYP3A4 va
) i \
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) i MAU TG HUGNG DAN SU DUNG THUGC

(MAT SAU)

20-30% khtr alkyl oxy-hoa qua isoenzym CYP3A4 thanh d&n chét pyridinum ddc; vi vay cé
£ trong tac thudc khi haloperidol duoc diéu tri ddng thoi véi nhieng thude gay cam (ng
hoic rc ché nhirng enzym oxy —héa thuéc & gan.

- Théi trir: ntra doi clia haloperidol sau khi udng 1 lidu 1a 18 gie. Mét liéu ubng haloperidol
b2itiét vao phan khoang 15% va vao nuéc tiéu khoang 30%. Chicd 1% thube duoc bai tiét
g¥athan & dang khéng bj chuyén héa.

2. CHIDINH:

Bénh tam thn phan liét

Hai chirng Tourette & ngudi lon vatré em.

Hanh vi, (’ng x(r b4t thudng & tré em.

3. LIEU LUQONG VA CACH DUNG:

Cach duing: Ding dudng uéng

Nén ubng haloperidol cuing thirc &n hoc 1 cbc nwéc (240 ml) hodc sira néu cin. Dung dich
uéng khong dwroc pha vao café hodc nwérc che, vi sé lam haloperidol két taa.

Lidulwong:

Lidu Iwong tuy theo tirng ngui bénh, bat dAu tir liéu th&p trong pham vi liéu thudng dung.
Sau khi co dap (rng tét (thuong trong vong 3 tuin), liéu duy tri thich hop phai dwoc xac dinh
béing giam dan dén liéu thdp nhét c6 hidu qua.

Bénh loan than va céc réiloan hanh vi két hop.

Ngudi In: Ban dAu 0,5 mg - 5 mg, 2 - 3 14n/24 gi¢.. Liéu duoc diéu chinh dan khi cn va
ngudi bénh chiu dwoc thude. Trong loan than ndng hodc ngudi bénh khang thuéc, lidu cé
thé t6i 60 mg mét ngay, tham chi 100 mg/ngay. Liéu gi¢i han théng thudng cho ngudi lon:
100mg
Tré em: Dwdi 3 tudi: Lidu chura dwoc xac dinh.

3- 12 tudi (can néng 15 - 40 kg): Liéu ban dAu 25 - 50 microgamkg (0,025 - 0,05 mg/kg) m&i
ngay, chialam 2 12n. C6 thé tang rét than trong, néu can. Liéu téi da hang ngay 10mg (cothé
610,15 mg/kg).

Ngwi cao tudi: 500 microgam (0,5 mg) chotéi2mg, chialam2-3 lAn/ngay.

Hoi chumg Tourette: Liéu uéng bt d3u 0,5-1,5 mg/lan, 3 1An/ngay, téng Iigu co thé tang lén
16130 mg/ngay, tuy nhién cAn phai didu chinh li8u cin than aé dat duoc két qua mong muédn.
Lidu diing 4 mg/ngay thurdng c6 higu qua tét ddivéi da sé ngudibénh.
4. CHONG CHIDINH:

Nguwoi bénh ding qua lidu barbiturat, opiat hodc rwqu; bénh Parkinson, bénh trAm cam
nang, hon mé do bt ky nguyén nhan naovaloan chuyén héa porphyrin.

Tranh dung hodc st dung thubc ratthan trong trong cac trwong hop sau:

Réi loan van ddng ngoai thap, chieng liét cieng, bénh gan, bénh than, bénh mau va déng
kinh, cuéng giap, diéu tri ddng thei véi thudce (e ché hé than kinh trung wong, adrenalin va
cacthube cb tac dung giéng giao cam khac, ngudi bénh man cam véithuée.

5. CAC TRUONG HOP THAN TRONG KHI DUNG THUSC:

a, Céc tinh trang cin than trong khi diing thuéc

Tré em vathiéu nién (r&t d& gap cac tac dung ngoai thap).

Ngu&isuy tay.

Nguwico uté bao wacrom.

Nguoi suy gan, than, bénh tim mach, bénh mach mau néo, bénh vé& chirc ning hd hép,
ngwéi co bénh glécdm goc déng, dai thao dudng, bénh nhwoc co, phi dai tuyén tién liét,
ngu i bi nhiém doc tuyén giap va ngudi cao tudi (dé bi phan (rng phu ngoai thap hodc/vaha
huyét ap thé dizng), dc biét bi v&i ngudi cao tudi bi sa sat tri tué vi lam tang nguy co tor

vong.

Khi can phai phéi hop voi 1 thube chéng Parkinson dé i Iy céc triéu chirng ngoai thép do

haloperidol, c6 thé can phai tiép tuc dung thuéc chéng Parkinson trong 1 thdi gian sau khi

nglrng haloperidol @& tranh xuét hién lai cactriéu chirng.

Dung haloperidol diéu trj hung cdm & ngudi bénh bj bénh lwdng cye, ¢&n than trong vi cé

thé thay dditinh khi nhanh chong thanh trdm cam.

Phaitheo dai sé lvong bach ciu vithubc co nguy co lam gidm bach cau.

Haloperidol c6 thé anh huéng dén kha nang thyc hién nhirng hoat ddng doi hdi sy tinh tao

va kha nang phéi hop dong tac, thi du van hanh may, laixe...

G4n day, theo co quan quan ly thubc va thyc phdm Hoa Ky (FDA) khuyén céo cac nha 1am

sang can than trong khi ké don haloperidol cho cac bénh nhan mét tri nhé 6 lién quan dén

cactrang thai tam than hodc dang str dung thi khdng nén dirng thudc dot ngdt vi co thé 1am

tang nguy co tr vong cho bénh nhéan.

b, Trwng hop c6 thai va cho con b

[3Thoi ky mang thai: Chira co nghién cru @y a0 trén ngudi. Tuy nhién da co mot sb bao cao

di dang & cac chi thai nhi khi ba me dung haloperidol cﬂng v&i mot sé thube khac (nghi co

kha nang gay quaithaitrong 3 thang déu;. Triéu chirng nhiém ddc c6 thé xay ra & tré so sinh

iép xtc voilidu cao thubc chdng loan than cho vao cudithai ky: tré so sinh c6 nguy co xuét

hién triéu chirng ngoai thap va/hodc triéu chirng cai thuéc sau khi sinh, gdm co: vatva, tang

trurong lye, giam trrong Iy, triéu chirng giéng loan dgng muén, run, budn ngti va kho ba.

Phai theo ddi bét cir tré so sinh nao cé triéu chirng ngoai thap hoc triéu chirng caithube vi

cactriéu chirng nay co thé tr hét hodc phai dwoctang cuong didutri.

Thubc chi nén dung trong dAu va cudi thai ky khi loi ich ti&m nang duoc chirng minh c6 loi

hon nguy co c6 thé xay ra cho thainhi.

Thoi ky cho con bu: Haloperidol bai tiét vao sira me. Trong thoi gian didu tri bang

haloperidol, khéng nén cho con bu.

¢, Tac dung v&i kha ndng 14 xe va van hanh may moéc

£ Haloperidol c6 thé anh hudng @én kha nang van hanh may moc, li xe, do 46 khong nén i

xe khi dang dung thuéc. )

6. TUONG TAC V81 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

Phén I&n cac twong tac thube 1a hau qua cla tac dung duwoc ly higp ddng va tvong tac

chuyén hoéa. Vi co thé c6 sy dung nap Vi nhidu tac dung phu, nén trong tac thuéc co 1&

quan trong nhéttrong giai doan sém cla diutrikéthop.

Phaithan trong khi diéu trj haloperidol ddng thoi voi cac chat sau: o

Thubc trc ché TKTW: Haloperidol c6 thé co tac dung cdng hop, lam téng tac dung cua cac

thuéc trc ché TKTW nhu opiat hoc cac thubc giam dau. C&n phai than trong khi phéi hop

détranh gay ngu qua mirc.

Rwou: Vicod thé xay ra chirng ndm ngdi khéng yén va loan trrong lyc sau khi dung reou &

nhirng ngudi bénh dang uéng thubc an than va vi reou cb thé ha thap ngudng khang laitac

dung phu gay ddc than kinh. )

Thuéc chdng trdm cam: Vi cé thé co tac dung duoc ly hiép ddng nhu tac dung khang
i : W&p, hodic co trong tac dugc dong hoc, va sy rc ché I&n nhau cta

gan lién quan'@én chuyén héa clia ca thubc an than va thuéc chéng trdm cam

3 vong. Dung ddng thai véi haloperidol cac thudc chéng trdm cam c6 thé kéo dai va lam
téng tac dung an th&n, khang acetyicholin ciia mithuéc d6 hodc clia haloperidol.

Lithi: Vi cé thé gay ddc déi v&ithan kinh hoac triéu chirng ngoaithap.

Carbamazepin, rifampicin: Vi cac thuéc nay gay cam (rng enzym oxy héa thuéc & gan
(cytochrom P450) va dan dén gidm nhiéu ndng do haloperidol trong huyéttwong.

Thubc khéng acetylcholin: TAng nhan ap cé thé xdy ra & ngudi dung haloperidol v&i
thuéc khang acetylcholin bao gdm ca thuéc chéng Parkinson.

Thubc kéo dal khoang QT: Dung liéu cao hon lidu khuyén cdo cé thé gay kéo dai khoang
QT va xoén dinh, dc biét khi diing haloperidol v&i cac thubc khac gay kéo daikhoang QT.
Methzldopa: Vi c6 thé 1am ha huyét 4p mét cach dang ké; dung ddng thoi véi haloperidol
c6 thé gay tac dung tam than khdng mong muén nhur mét kha nang dinh huéng, cham suy
nghi.

Levodopa: Vi ¢6 thé gay ra hoac 1am trdm trong thém triéu chirng réi loan tam than va
haloperidol co thé lam gidm tac dung diéu tri clia levodopa.

Cocain: Nguwi nghién cocain c6 thé ting nguy co’ phan (¢ng loan trwong lyc cép sau khi
ubng haloperidol.

Thubc chéng viém khéng steroid: Vi co thé gay ngt ga vald 13n néng.

7.TAC DUNG KHONG MONG MUON CUATHUGC (ADR)

Hoi chirng ngoai thap xay ra & 40-70% s6 ngudi bénh duoc didu tri. Haloperidol co thé 1am

téng ndng do prolactin trong huyét trong tiy thugc vao liéu dung.

Thuong gap, ADR > 1/100

Dau dAu, chéng mat, trAm cam va an than. Triéu chirng ngoai thap v&i réi loan trwong lvc

cAp, héi chirng Parkinson, deng ngdi khdng yén. Loan dong mudn xay ra khi diéu trj thoi
ian dai.

tgap, 1/100>ADR > 1/1000

Tang tiét nuéc bot va md héi, an mét ngon, mét ngl va thay ddithé trong. Tim d&p nhanh va

ha huyét 4p, tiét nhidu stra, to v dan éng, it kinh hodic mét kinh, ndn, t&o bén, khé tiéu, kho

miéng. Triéu chirng ngoai thap voi kiéu kich thich van déng, suy nhuoc, yéu co. Con dong

kinh 1&n, kich d6ng tam than, It 13n, bi daiva nhin mo.

Hiém g&p, ADR < 1/1000

Phan (rng qua mAn, vi du phan (rng da, may day, choang phan vé. Hoi chirng thuéc an than

kinh ac tinh. Giam bach cAu, mét bach cAu hat va gidm tiéu ciu. Loan nhip thét, ha glucose

huyét, viem gan va tc mattrong gan.

N6i chung, nhitng phan (ng ngoai thap duoc kiém soat béng cach giam lidu hogc didu tri

béng thudc chéng Parkinson. Tang nhan ap cé thé xay ra khi haloperidol duoc diu tri ddng

thevi véithuée khang cholin, bao gdm thuée chéng Parkinson.

XwtriADR

Nherng réi loan ngoaithép 1a van @& cha géu trong xt tri 1am sang déi véinhirng ngudi bénh

dung thuéc an thAn. Phan (rng nay c6 thé xay ra d8i véi bat ky thubc an than nao, nhung dsc

biét ndi bat déi véithube thudc nhém butyrophenon trong d6 cb haloperidol. Pé& xi tri phan

(rng ny, cAn giam lidu haloperidol va/hosc st dung thuéc chen than kinh déi giao cam,

levodopa hodc bromocriptin, hoc thay thé haloperidol bang thuéc an thn khac it gay réi

loan ngoai thap hon haloperidol, nhur thioridazin.

Triéu chirng ngoai thap phu thudc vao lidu dung, rét hiém khi xay ra khi dung lidu dwéi 3

mg/ngay. Triéu chirng ngoai thap kiéu kich thich van déng co thé xay ra sau khi dung

haloperidol li&u don hoac ligu nhac lai. Suy nhuoc co thé xay ra, déc biét sau khi dung lidu

@Au tién cao. Loan nhip thAt rt hiém va chi xay ra khi dung liéu cao va & nhirng ngudi bénh

¢6 Q- T kéo dai. Trong nhirng treong hop nay, nguyén nhan lién quan dén haloperidol chua

6, nhung nguy co nay phai dugc xem xét truwéc khi didu trj v&i haloperidol liéu cao. Da co

théng bao v& mét sé treong hop réi loan bai tiét hormon chéng loi nigu. Bong kinh con Ion

44 duoc thong bao & nhirng ngudi ddng kinh da dugc kiém soét tét trrdc d6. Ngudi dugc

didu tri bang thuéc an than c6 thé khang cho thay nhirng trigu chirng va dAu hiéu béo dong

& mirc 4 gibng nhu nhirng ngudi khong duoc diéu tri; boi vay can quan tam chung toi

nhirng ngui bénh van dang khde manh.

Thay thuéc phai quan sat va nhan biét nguy co ciia hgi chizng an thén kinh &c tinh. D6 lamot

phan (rng khong mong mudn rét nguy hiém, mt phén (g déc ing, cothéxdyradodiéutri.

bang thudc an than. Dac diém 1am sang thudng gdm: sét cao, triéu chirng ngoai thap néng ‘::1;
A
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[

(bao gdm clng co), réi loan chirc nang giao cam va réiloan y thirc mé sang. Ténthwong co
xuong c6 thé xay ra (tiéu co van). Yéu 6 c6 thé dan dén xuét hién hdi chirng thuéc an than
kinh ac tinh bao gdm: Mt nuréc, bénh ndo thyrc thé tn tai ti trrde, va ngudi bi beénh AIDS.
Tré em va nam thiéu nién d&c biét nhay cam véi phan (rng nay. Triéu ching
nhanh chéng tir 24 - 72 gi&r va c6 thé xay ra tir vai ngay téi vai thang sau khi bét dAu diéu tri
bang thubc an than hoac tang liéu. Tuy nhién, triéu chirng ndy dudng nhu khong lién quan
chat ch&téi liéu hodc thevi gian didu tri. Triéu chirng co thé kéo daitéi 14 ngay sau khingin
uéng thubc hoac 4 tudin sau khi ngirng dung thubc tac dung kéo dai. Khi chén doan c6 hoi
chirng an than kinh &c tinh, phai ngirng thudc an than ngay lap tirc, va chi dinh diéu tri trig
chirng va h8 tro (truy&n tinh mach huyét thanh mén va ngot, cho thuéc ha nhiét va khang
sinh, cAn diing benzodiazepin. Didu tri béng thudc dc hiéu chra dugc xac dinh 16 va dya
chti yéu vao nhirng bao cdo tirng tredng hop 1& té. Trong nhirng treéng ho'p nay cd thé str
dung dantrolen hogc bromocriptin.

Loan nhjp tim va loan tao méu cé thé& xayra. Trong nhCrn%lrufm hgp nay, nénnglrng thubc
i

an than ngay lap ttre, va chidinh diéu tritriéu chirng va diéu trinb tro..

8.QUA LIEU VA CACH XU TRI:

Néu méi ubng qué liéu haloperidol, nén riva da day va uéng than hoat. Ngw
duwoc didu tritich cyctriéu chieng va didu trih8 tro.

Tichcyctheo d6i dé co cac bién phap xt tri kip thoi.

9.CAC DAU HIEU CAN LUU Y VAKHUYEN CAO:

- San pham chira lactose, do véy voi cac bénh nhan méc van @& v& di truyén hiém gap
khéng dung nap galactose khdng nén dung thuéc nay.

- Dung lidu cao t6i 5 g lactose/ldn anh hudng dén ngudi bénh dai thao dudng, do a6 can
chu y dung thude trén nhém bénh nhén nay khi tinh toan liéu lwong khdng duoc vuot qua
lidulvong 5gtrén 11an sﬁ;dung.

TEN, DIACHICUACO SO DANG KY

CONG TY cO PHAN DUUC PHAM TRUNG UONG 2
9 Trdn Thanh Tong - Q. Hai Ba Trwng - Ha Noi - Viét Nam
PT: 04.39715439 FAX: 04.38211815

San xudt tai:
KCN-Quang Minh - Mé Linh - Ha Noi - Vigt Nam
1439716291 FAX: 04.35251484
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