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TO HUONG DAN SU DUNG THUOC
Rx MAZOCAT
Vién nang cirng

Thudc nay chi dimg theo don thuédc
Poc ky hudng din siv dung trude khi ding
Bé xa tim tay tré em
Théng bdo ngay cho bic si hodc dwoc si nhitng tdc dung khong mong mudn
gdp phdi khi si dung thudc

THANH PHAN, HAM LUQNG
Céng thire cho 1 vién nang climg:

MAZOCAT 40
Ziprasidone (duéi dang Ziprasidone hydrochloride monohydrate) ........ccoooniiniiinnnne. 40 mg
TA AUOC oottt et er bbb seas s r e re e s abaebe et a bbb ren e bbb nae s vita da 1 vién
(Lactose khan, pregelatinized starch, magnesi stearat, vo nang xanh 14 ddm - xanh 14 nhat)

MAZOCAT 20: )
Ziprasidone (duéi dang Ziprasidone hydrochloride monohydrate) ......cocoovvvinieiinene, 20 mg /f{
TAAUOC 1vevvirieeire ittt te b s s s a et a st b e eacessebe s ea s e nb R e b e R b1 vita di1 | vién E

e —_
R

e s,

(Lactose khan, pregelatinized starch, magnesi stearat, vo nang xanh duong - tréng)

DANG BAO CHE VA MO TA SAN PHAM
MAZOCAT 40 co dang bao che 1a vién nang ctmg mau xanh l4 ddm - xanh la nhat, bén trong chira

b6t thude mau trang hogc gin nhu trang
MAZOCAT 20 ¢6 dang bao ché la vién nang cting mau xanh dwong - tréng, bén trong chita bot

thuéc mau triing hogic gAn nhu tring,

-

CHI PINH

Mazocat duoc chi dinh trong céac trudng hop sau:

- Tam thin phan liét

- Dot hukng cam hodc dot hdn hop cip ctia bénh rbi loan ludng cyc, co hodc khong cé bidu hién
tdm than.

LIEU DUNG VA CACH DUNG

Puwing dung: Ubng.

Liéu dimng:
Khong ding ziprasidone cho tré em va thiéu nién duéi 18 tudi.
Tdm thdn phdn liét
Didu tri ban du: 20 mg x 2 lan/ngéy, ubng ngay sau bita dn. Ty tinh trang cta bénh nhan,
lidu hang ngay c6 thé diéu chinh lén den 80mg x 2 lan/ngay Chi diéu chinh liéu sau {t nhét 2
ngdy. Theo dbi bénh nhan trong vai tudn trude khi tang liéu dé dam béo str dung lidu thap nhat
¢b hiéu qua didu tri.
Diéu trj duy tri: Hiéu qué cua thuoc co thé duy tri té1 52 tuan trong khoang lidu (ir 20-80 mg,
tuy nhién thoi gian diéu tri t&i wu vAn chua 18. Bénh nhéin cdn duge dinh ky danh gi4 lai su cin
thiét cua vide didu tri duy tri.

Réi loan ludng cuc

Diéu trj ban déu: 40 mgx 2 lan/ngay, uong ngay sau bita dn. Tang liéu dén 60 hozc 80 mg x 2
lan/ngay vao ngay diéu tri thit hai. Didu chinh lidu tiép theo trong khoang 1idu tir 40-80 mg x
2 1An/ngay dya trén higu qua clia thudc va kha nang dung nap cia bénh nhén.

Diéu trj duy tri: Hiéu qué khi str dung 14u dai (v1 dy, trén 3 tuan) chwa duge danh gid mdt cach
hé théng. Bénh nhén can duge dinh ky dénh gia lai sy cin thiét cua viée didu tri duy tri.
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Lidu dimg cho cde di tugng diic biét: khong can didu chinh lidu ding theo tudi tac gidai tinh,
chung téc hodic & bénh nhan suy than/suy gan dbi véi ziprasidone ding dudng ubng.

CHONG CHI PINH
Khong st dung MAZOCAT trong c4c trudng hop sau:

- Bénh nhan ¢6 tién st méc hoi chimg QT kéo dai (bao gdm cé trudng hgp bdm sinh).
- Bénh nhan gn day bi nhdi mau co tim cAp tinh,

- Bénh nhén suy tim mét bu.

- Bénh nhén qua man vé&i bét ky thanh phan nao cta thude.

CANH BAO VA THAN TRONG

Giam bach clu, glam bach cau trung tinh va mat bach cdu hat: Bénh nhan c6 tién sir chi so
WBC thip hoic bi giam bach céu, giam bach cu trung tinh do thudc cAn duge theo doi chi sb
mau thudng xuyen trong vai thang dAu didu tri va nén ngimg ziprasidone khi ¢6 ddu hiéu diu
tién cha sy suy giam dang ké WBC khi khéng cé cac nguyén nhn khac. Bénh nhén bi giam
bach cAu trung tinh nghiém trong (sb luong bach céu trung tinh < 1000/mm3) nén ngung thube
va theo d3i chi s6 WBC sau d6 cho dén khi hdi phuc.

Phat ban va/hogc nbi mé day: Sy xudt hién phat ban cé thé lién quan voi lidu ziprasidone da
ding. Hiu hét bénh nhén duoc cai thién nhanh chéng khi didu tri bd trg bing thudc khéng
histamin hogc steroid va/hode khi ngung dung 21p1a31done va phue hdi hoan toan sau d6. Khi
xudt hién phat ban ma khéng do nguyén nhan ndo khic, nén ngung diing ziprasidone,

Ha huyét 4p tu thé: Ha huyét 4p tu thé d3 duge bao céo, dic biét la trong giai doan do liéu ban
déu. Str dung thube dic biét than trong & nhitng bénh nhan c6 bénh tim mach (tién str nhdi mau
co tim hodc bénh tim thiéu méu, suy tim hodc bt thudng din truyen) hay bénh mach mau néo
va/hodc bénh nhén c6 nguy co ha huyét 4p (mét nude, giam thé tich tuén hoan, dang didu tri
thube ha huyét ap).

Déng kinh: Str dung ziprasidone thén treng & nhitng bénh nhén cé tién sir déng kinh hodc ¢6
yéu 6 nguy co dé bi déng kinh nhu bénh mat tri nhé Alzheimer hodc bénh nhan trén 65 tudi,

Tu sat: Bénh nhan tdm thin hogc rbi loan ludng cyc ludn co nguy co tu sat, Sy gidm sat chit
ch& cac bénh nhan ¢6 nguy co cao nén di kem voi liéu phap diéu tri bang thudc. Nén ké toa lidu
thdp nhat c6 hidu qua cua ziprasidone dé giam nguy co qud lidu.

Nguy co ti vong tang khi bénh nhén cao tudi bi bénh tam than lién quan den sa st trf tué duge
didu trj bing thudc chdng loan thin, Do d6 khong dung ziprasidon dé diéu trj cho dbi twong
bénh nhén nay.

Kéo dai khoang QT: Mt so 5 thube gay kéo dai khoang QT ¢ lién quan dén su xuét hién clia
xodn dinh va voi dot tir khong thé giai thich. Nguy co kéo dai QT 1au hon lam ting nguy co tir
vong dot ngbt khi st dung z1pra51done so voi cac thude didu tri tAm than phan 1i&t khéc. Do do,

cln cén nhic khi lya chon thudc didu tri thich hop cho céc bénh nhén. Nén tranh két hop
ziprasidone véi cac thue khac duorc biét 1 kéo dai khoang QT. DPdng thdi, tranh dung
21pras1done & nhitng bénh nhéan méc hoi ching QT kéo dai bAm sinh va & bénh nhan ¢6 tién st
roi loan nhip tim.

Hoi chimg 4c tinh do thudc an thdn (NMS), mot hdi chimg co thé gay tir vong &3 dugc béo cdo
lién quan dén viée s dung thube chéng loan thén, Bleu hién 14m sang ctia NMS la téng than
nhiét, co clng co, thay dbi trang thai tAm thin va rdi loan thin kinh tw ch, Cac dAu hiéu bd
sung cé thé bao gdm ting creatinin phosphokmasc tidu co van va suy than cAp. Cach quan ly
NMS bao gom ngung thube chdng loan thin va diéu trj triéu chimg chuyén sdu. Chua ¢6 phéc
dd didu tri théng nhit cho NMS.,
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- Réi loan van ddng mudn cé thé xay ra & bénh nhin dang didu trj véi thude chdng loan than.
Néu xuit hién ddu hiéu va triéu chitng rdi loan véan dong mudn & bénh nhén dang sir dung
ziprasidone, nén cdn nhéc viée ngung dong thube.

- Ting dudng huyét va bénh tiéu dudmg: Tang dudmg huyét ning, doi khi két hop voi nhiém
ceton acid, hon mé do tang ap lyc thdm thiu hosc tir vong, d& dugce bdo cédo & nhitng benh nhéan
sur dung thubc chéng loan thdn khong dién hinh, Theo dai chit chs nhimg bénh nhén méc bénh
tidu dudng tir trude. Thyuc hién cac xét nghi¢m dudng huyet lac doi khi bét dau didu t11 va dinh
ky cho nhimg bénh nhan c6 yéu t6 nguy co mic bénh tidu dudmg (vi du: béo phi, tién sir gia
dinh ¢6 bénh tidu dudng).

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu ni¥ ¢6 thai
Chwa c6 nghién ciru ddy do va c6 kiém soét véi ziprasidone & phu nit mang thai, chi nén st
dung thudc trong thai k¥ khi loi ich hon hin nhiing nguy co tiém 4n cho thai nhi.

Phu nir cho con bu
Chua 15 ziprasidone hodic cac chit chuyén hda cé duoc bai tiét vao sita me hay khéng. Do do
phu nft dwoe khuyén cdo khéng nén cho con bd trong thoi gian dang dung ziprasidone.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Vi ziprasidone ¢6 nguy co lam gidm kha néing nhén thue va van dong, bénh nhén nén dugc canh
bao khi I4i xe hodc van hanh mady méc cho dén khi chic chin ring liéu phép ziprasidone khéng anh
hudng dén ho mot cach bét loi.

TUONG TAC CUCA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC
Twong tac dwoe dong hoc
- Khong nén phdi hop ziprasidone voi bit ky loai thube gay kéo dai khoang QT nao.
- Than trong khi phdi hop ziprasidone véi cée thude tac dong 1én hé thén kinh trung wong
khéc.
- Do ¢6 kha ning gay ha huyét 4p, ziprasidone c6 thé 1am ting tic dung ctia mdt s6 thube tr
cao huyét 4p.
- Ziprasidone ¢6 thé gdy mét tac dung v6i cac chit chui vén cta levodopa va dopamine.
Twong tic dwoc lyc hoc
Anh huong ctia cée thube 1én ziprasidone:
- Carbamazepine la chét kich thich CYP3A4, khi ding liéu 200 mg x 2 lan./ngay trong 21
ngay di 1am giam AUC ciia ziprasidone khoang 35%. Anh hwong_nay cé thé 1én hon khi
ding lidu carbamazepine cao hon.

- Ketoconazole 1a chét tc ché manh CYP3A4, véi Jidu 400 mg 1 lan/ngay trong 5 ngay da
lam tang AUC va Cmax cla ziprasidone khodng 35-40%. Cac chét wrc ché CYP3A4 khic

ciing c6 thé co nhiing téc déng twong tu.

- Cimetidin véi lidu 800 mg 1 1dn/ngdy trong 2 ngay khong anh huéng dén duge dong hoc
cta ziprasidone,

Anh huéng ctia ziprasidone 18n cc thude khac;

- Lithium: Ziprasidone voi lidu 40 mg x 2 lan/ngay ding dbng thoi véi lithium & liéu 450 mg
x 2 lAn/ngay trong 7 ngay khong anh huémg dén trang thai én dinh hodc su thai trir cta
lithium qua thén.

- Thube tranh thai duong ubng: Ziprasidone véi liéu 20 mg x 2 Ian/ngay khi ding dong thai
khéng anh hudng dén dugc déng hoc cla thudc tranh thai dwong uéng, ethinyl estradiol
(0,03 mg) va levonorgestrel (0,15 mg).
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- Dextromethorphan: Ziprasidone khong Jam thay ddi sur chuyén héa ctia dextromethorphan
thanh chét chuyén hoéa chi yéu, dextrorphan, Khong c6 sy thay dbi déng ké vé ti 1&
dextromethorphan/dextrorphan trong nuéc tiéu.

TAC DUNG KHONG MONG MUON (ADR)

»
”

\J
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Thwing gip: ADR > 1/100 ’

Toan thdn: Pau bung, hdi ching cim, sot, chodng vang, phtt mat, én lanh, nhay cam vdi énh
sang, dau héng, ha thén nhiét.

Tim mach. Nhip tim nhanh, ting huy¢t ap, ha huyét ap tu theé.

Tiéu héa: Chan an, non,

Co xuwong khép: Dau co.

Than kinh: Kich dong, hoi chimg ngoai thap, run, loan truong lyc co, tang trwong luc co, rdi
loan vén ddng, co gidt, di cam, la 1n, chong mdt, giam vén dong, tdng vén dong, dang di thét
diéu, con tron nguge mét, ting cam gic, mat didu hoa, mat tri nhé, mé sang, giam turcrng luc
co, mat van dong, roi loan van ngdn, hoi ching cai nghién, chimg mua van, nhin déi, mét phéi
hop.

H6 hdp: Kho tho.

Cde gide quan; Viém da do ndm,

it gap: 171000 < ADR < 1/100

Tim mach: Cham nhip tim, dau that ngyc, rung nhi,

Tiéu hda: Xut huyét trwe trang, kho nuét, luti phi né.

Mdéu va hé bach huyét: Thidu mau, bam mAu, tdng bach cdu, gidm bach cdu, ting bach ciu 4i
toan, noi hach.

Réi logn chuyén héa va dinh dudng: Khat, ting tr ansaminase, phi ngoai vi, tang dudng huyét,
tdng creatine phosphokinase, tding phosphatase kiém, ting cholesterol méu, mét nude, ting
lactic dehydrogenase, albumin niéu, ha kali huyét,

Co xuong khép: Viém bao gén.

Than kinh: Té liét.

H6 hdp: Viém phdi, chay méu cam.

Da: Ban do, may day, rung téc, cham, viém da bong vay, viém da tiép xGc, phat ban
vesiculobullous.

T zét niéu - sinh duc: Lict duongz xufirt tinh bat thuomg, v kinh, tiéu mau, rong kinh, rong huyét,
tiét stta & phy nit, da niéu, bi tiéy, r6i loan chiic ning tinh duc nam, glucoza niéu.

Cde gide quan: Viém két mac, mit kho, 1 tai, viém mi mat, duc thiy tinh thé, so anh séng.
Hiém giip: ADR < 1/1000

Tim mach: Block nhi thit d6 1, block nhanh, viém tinh mach, thuyén tic ph01 tim to, nhdi
méu ndo, tai bién mach mau no, viém tc (inh mach sau, viém co tim, viém téc tinh mach.
Tiéu hoa: Xuat huyét nuéu, vang da, phin déng khdi, ting GGT, nén ra mau, vang da v mét,
viém gan, gan to, bach san migng, phan den.

Ngi tiél: Suy gip, cudng gidp, viém tuyén gidp.

Mau va hé bach huyet Giam tiéu chu, thiéu méu nhuge sic, téng lymphd bao, téng bach chu
don nhan, ting bach cdu 4i kiém, pht bach huyét, ting hdng céu, ting tidu clu.

Roi logn chuyén héa va dinh dmmg Téng BUN, ting creatinin, tang lipid huyel giam
cholesterol méu, tang kali huyét, giam clo huyét, giam dudng huyet giam natri huyét, giam
protem huyét, giam dung nap glucose, téng clo huyét, ting acid uric huyét, gidm calci huyét,
giam magnesi huyét, nhiém kidm hé hép.

Co xuong khép: Bénh co.

Thén kinh: Giat rung co, rung gidt nhin cdu, veo ¢, thé ngudi udn cong, ting phéan xa, cling
ham,
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H6 hdp.: Ho ra mau, ngat thanh quén.
Tiét niéu - sinh duc: Chimg to va & dan éng, xudt huyét Am dao, tidu dém, gidm niéu, rbi loan
chttc nang tinh duc nit, xuit huyet tir cung.
Cac gidc guan: Chiy mau mit, viém giac mac, viém két-giéc mac,
Théng bdo cho bdc sT cde tde dung khong mong mudn gdp phdi khi dimg thudc
Xir tri tidc dung khing mong muon:

- Khi nghi ngd xdy ra tac dyng khong mong mudn, ngudi bénh cin duge thim khim kiém
tra toan trang va xem xét hd s bénh 4n phan dnh qud trinh diéu tri. Céc xét nghiém cén 1am
sang va thdm do chitc néng ca.n thiét dugce tién hanh nhanh chong, chu y t6i cac chie nang
tim - mach, tiéu hoa, than - tiét niéu, méu,... Can cin nhic viée gidm lidu hodic nglmg thudc
ngay, dong thoi hdi chan véi cde chuyén khoa lién quan.

- Nguoi bénh can duge ting cuong nghi ngcn tlanh ra néng, bi da nuée va thic dn dinh
dutng, dugc theo d&i thén nhiét, mach, huyét 4 ap déu hang ngay. Ludn dé phong nguoi bénh
bi vép nga do réi loan van dong, rdi loan thi giac, ha huyet ap tu thé,

- Ngoaira khi ¢ chi dinh didu tri bing mét loai thudc méi, cin thin trong tham do lidu lwgng
va theo dBi ngudi bénh trong sudt qua trinh dung thudc,

QUA LIEU VA CACH XU TRi

Triéu chitng qua lidu:
Céc triéu chiing d3 duge bao cdo khi ding ziprasidone qua lidu bao gbm: cac tridu chimg ngoai
thap, budn ngn, run va lo léng.

Xik tri:
Trong trudng hop ding thude qué liéu cép: thiét lap, duy tri duong ther va dam bao du oxy,
thong khi. Can thi¢p tinh mach va rira da day (sau khi dgt ndi khi quén, néu bénh nhan bét tinh)
va ding dbng thdi than hoat tinh véi thudc nhuén trang néu cin. Kha nang vo tri glac dong
kinh, hogc phén tng loan truong lye cia diu va cd sau khi dung qua lidu c6 thé dén dén nguy
ca hit phai thire an khi nén.
Theo d3i tim mach nén bét diu ngay va nén bao gbm giam sat dién tAm db lién tuc @& phat hién
logn nhip. Néu didu tri chbéng loan nhip duoc chi dinh, disopyramid, procainamid vé quinidin
cé thé [am tang thém tdc dung phu kéo dai QT & nhitng b¢nh nhén str dung ziprasidone.
Ha huyét 4p va truy tudn hoan nén duge didu tri bang ¢4c bién phép thich hgp nhu truyén dich
tinh mach.. Néu diing céc thude cudmg giao cam dé hd tro mach méu, cplnephrm va dopamm
khong nen dugc sir dung vi sy kich thich beta két hop vdi sy dbi khang al cia ziprasidone ¢6
thé lam trim trong thém tinh trang ha huyét ap. Twong tu, ddc tinh chen thu thé alpha-adrenergic
cia bretylium cé thé ghy ha huyét 4p nang hon trén nhitng ngudi dung ziprasidone.
Trong trucng hgp ¢6 rigu chimg ngoai thap néng, nén dung thudc khang cholinergic. Khong
c6 thube giai doc dgc hiéu cung nhu khdng thé tham tach ziprasidone. Nén cén nhic kha nang
sur dung nhiéu loai thudc can thiét, Gidm sat y té chit ch@ nén dwoc tiép tuc cho dén khi bénh
nhan hdi phuc.

PAC TINH DUQC LUYC HQC

In vitro, ziprasidone thé hién 4i luc cao dbi véi cée thy thé dopamin D va Ds, serotonin SHT2a,
SHTac, SHT1a, SHTp v thu thé an-adrenergic; va 4i Iye trung binh véi céc thy thé histamin Hj.

Ziprasidone dong vai trd nhur mot chit dbi khang tai thy thé D2, SHT2a, SHTip va nhu mot chit
chii vén tai thy thd SHT1a. Ziprasidone (e ché tai hép thu serotonin va norepinephrin, lera51done
khéng ¢ 4i lyc dang ké véi cae thu thé khac trong cac thir nghiém, bao gom thy thé muscarinic
cholinergic.

Nhu céc thube didu tri tdm thdn phén liét va rdi loan ludng cyc khéc, co ché tac dong cua
ziprasidone chua duoc b1et 18, Tuy nhién, hiéu qua cua ziprasidone trong diéu tri tm thin phén
liét duoe d8 xudt 13 gian tiép thong qua sy dbi khang tai cac thy thé dopamin typ 2 (D2) va serotonin
typ 2 (SHT>).

’::;\.Kﬁ*ﬁ -X "l
W

B

¥

%



https://trungtamthuoc.com/

Sw dbi khang tai céc thy thé khdc ngoai dopamin va 5HT véi i luc twong ty ¢6 thé giai thich mét
s6 tac dung didu tri va tac dung phu cta ziprasidone. Sy d6i khang cua ziprasidone véi thy thé
histamin H; va thu thé a-adrenergic 1an lrot c6 thé giai thich cho tic dung phy giy budn ngd va
ha huyét ap thé dimg cia thube.

PAC TINH DUQC DONG HQC

% Hép thu
Sau khi udng, ziprasidone duoc hép thu tot va dat ndng d6 dinh trong huyét tuong sau 6-8 gid.
Sinh kha dung tuygt dbi cta lidu 20 mg ubng trong bita &n khoang 60%., Thye phim lam tang
glp dbi kha nang hép thu ziprasidone.

“ Phin bb
Thé tich phén bd trung binh cua ziprasidone la 1,5 L/kg. Hon 99% gin két vei pr otein huyét
twong, chu yéu 1a albumin va ai- acid glycoprotein. Sy gén két véi protein huyet tuong cia

lera31d0ne in vitro khong bi thay thé boi warfarin hoiic propranolol, hai thudc gén két manh
v6i protein huyet twong va nguoc lai. Do dd, kha nang twong tac thudc véi ziprasidone do sy

thay thé nay 1a rét thap.

% Chuyén héa
Sau khi ubng, ziprasidone duge chuyén héa phén Ién, chi mét lugng nhd dugc bai tiét qua
nuée tidu (<1%) hodc phan (<4%) & dang khéng thay doi. Ziprasidone chu yéu duoe chuyen
hoa qua gan thong qua ba con duomg va tao ra bdn chdt chuyén héa chinh bao gom:
benzisothiazole (BITP) sulphoxide, BITP-sulphone, ziprasidone sulphoxide va S-methyl-
dihydroziprasidone. CYP3A4 1a CYP chinh tham gia chuyén héa ziprasidone.

# Thai tri
Thoi gian ban hity cua ziprasidone khoang 7 gio. Nong d6 thubc 6n dinh dat duge sau 1-3 %
ngay. Bg thanh thai cva thudc 1a 7,5 mL/phit/kg, Khoang 20% lidu diing duoc bai tiét qua ;‘“ 4
nuére tiéu va khoang 66% qua phén, /v 9

«
%

QUY CACH PONG GOI: Hop 3 vi x 10 vién, /
PIKU KIEN BAO QUAN: Noi khé rao, tranh 4nh séng, nhiét 46 khong qué 30°C.

HAN DUNG CUA THUOC: 36 thang k& tir ngay sén xuét,

TIEU CHUAN CHAT LUQNG: TCCS.

) _ Cf)ng ty ding ky:
CONG TY CO PHAN D}JT}C PHAM MEDBOLIDE
Phéng 09, 14u 10, toa nha The EverRich 1, s6 968, duong 3/2, phudng 15, quén 11, TP.HCM

Cong ty san xut:
CONG TY CO PHAN DUGC PHAM PHONG PHU
- CHI NHANH NHA MAY USARICHPHARM
L6 12, duong s6 8, KCN T4n Tao, phuong Tan Tao A, qugn,BimLian TP.HCM
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