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CLOZAPYL 100

( Vién nén khong bao Clozapine 100mg)

BO53331-5233

CANHBAODACBIET:

Thubc béintheo don

Boc k§ hudng din st dung nsde khi diing. 3

Né&u clin thém thiing tin, xin hoi § ki€n bdc sT.

Xin thong bédocho béc sibift cicticdyng ngoai ¥ :iy ra trong qué trinh sif dung.

Bé thuc xa tim tay tré em.

Khiing ding thuc di qué han sirdung.

THANHPHAN

Mdi vien nén khong baochifa:

Clozapine............ 100 mg

Ta duwge: Lactose, Tinh bgr (ngd), Povidone K-30, Tinh bgt (khd), Colloidal silicon
diaxide, Talc, Magnesi stearate.

DUGC LUC HOC:

Clozapine duge x&p vio nhom nhimg chil dic ché tam thin khong dién hinh do thudc c6 kha
nang lién két vdi receplor ciia dopamine vi do thudic cd nhiu tic dung khic véi nhimg thudc
iic ché thén kinh dién hinh hon trén et nhidu phin img phu thude dopamine ciia co thé. Cu
ih lis, snac dis Clozapine c6 Lic dung ngan-can sy lién kércdadopamine fai cic receptor DI,
D2, D3 vi D5 ddng this lai c6 di lue cao v6i receptor D4 nhimg né khong gay chimg gild
nguyén tr thé vi khong Gc ché hanh vi 1p lai diéu bo In néi nhur khi didu trj bing
apomorphine. Difu niy phid hgp véi quan diém cho ring Clozapine wu tién téc dung trén céc
recepior cia dopamine & viing limbic hon l4 cdc receptor & viing thé vin vi do d6 o6 thé gidp
1§ gidi duge vi sao Clozapine lai it o6 tic dung phy ngoai thip.

Clozapine ciing c6 tic dyng nhu mM chit doi khing trén cic receptor adrenergic,
cholinergic, histaminergic vi serolonergic.

DUGC PONG HOC:

O nguii, vién nén Clozapyl (25 mg vi 100mg) c6 sinh khi dung trong dirong véi dang dung
dich clozapine. Véi mic lidu 100 mg x 21in/ ngay, néng do dinh cia trang théi én dinh trong
huyét twong c6 gid trj trung binh [3 319 ng/mL (khodng dao dong 1 tir 102-771 ng/mL),
néng d4 nity dat duge sau trung binh khodng 2.5 gitr(khodng dao ddng 1A tir 1-6 gidy) sau
khi diing thudc. Cling & mic lidu ndy, ndng 40 nhd nhit cha trang thédi én dinh rong huyét
twromg cb gid trj trung binh 1a 122 ng/mL (khodng dao dong la tir 41-343 ng/mL) 100mg x
214n/ ngay. Thise &n khong lam énh huémg 161 sinh kha dung ciia Clozapy] do dé c6 thé ubng
thudc trong hode ngodi bita in.

Khodng 97% Clozapine lién k&t vdi protein huyét thanh. Tuong tic gilta Clozapyl véi cic
thudc ¢6 i lyc 16n véi protein hién vin chua dige dénh gid ddy dis nhumg c6 thé o6 § nghia
riit quan trong.

Clozapine dirge chuyén hod gin nhir hoan todn tnrie khi duge thii trir vA nguivi ta chi phat
hién thiy dang chwa bign ddi clia thudc & dang vt trong phin vi nuée tifu. Khodng 50%
Trgmg thudc sir dung dugc bai tidt qua nuede tifu vi 30% qua phan. Cic din chil cia thusc &
dang demethyl hod, hydroxyl hod va N-oxyhad Ii nhimg thinh phin chinh dge phit hidn ci
trong nude tifu vi phan. Thir nghiém dugc 1§ hoc & cho thdy chat chuyén hod dang
demethyl hod chi cbn rdt it tic dung con cdc chat chuyén hod dang hydroxyl hod vi N-
NﬂlﬂudﬁngMhﬂldﬂynlﬁl?jmg.m&iglmbinmhmhhhcuadmm 148 giiv
(khodng dao dong 1 tir 4-12 gidy) trong khi néu sir dung mic lidu 100 mg x 214n/ngly thi sau
khi dt dugc trang thii 6 dinh thisi gian bén thii trung binh ciia thudc [ 12 gid(khodng dao
dong Iatir 4-66 gitv). Thit nghiém so sénh viée sir dung clozapine theo liéu don va liéu da da
cho thdy thii gian bédn thii tang 1én khi sir dung clozapine theo liéu da so véi khi sirdung theo
liéu dom, ching t5 ring o6 kha nang tinh chit dwgc dong hoc ciia thutc 13 phy thudc ndng
do. O cdc mic liéu 37,5 mg; 75 mg va 150 mg x2 ln/ngay sau khi dat trang thii dn dinh,
nguir ta thily AUC (dién tich dudi duimg cong), néng d¢ dinh vi ndng do 16i thiéu trong
hiry £t twomg bign déi ty 1& tuyén tinh v lidu.

CHIPINHPIEUTRI

Clozapy! duge chi dinh d diéu trj tam thin phan liét,

CHONG CHI BINH. -
Clozapyl bj chéng chi dinh trong cic tnrimg hop sau:

-Bcnhnh!nnﬁncimv&lcicﬂlinhpunmmu&

- Benh nhan cé tién sir mét bach cdu hat hay réi loan tao huyet duy xwong

- Bénh nhan réi loan tam thén do nghién rugu hode do nhifm déc, bénh nhan ngo dée thude,
trong tinh trang hon mé va céc trang thdi suy nhwge thdn kinh trung wong trim trong, bénh
nhiin bj bénh gan thin ning.

NHUNG LUU Y PAC BIET VA CANH BAO KHISUDUNG THUOC

Clozapyl cé thé goy mét bach cdu hat. Trude khi bt déu diéu trj bing Clozapyl bénh nhan
cén duge lam ciic xé1 nghiém d€ xéc dinh s6 lugng va cong thic bach cdu. Viee xic dinh s6
lugng bach cdu cdn duge 1i€n hinh rong sudi thisi gian diéu tri v tham chi vin phii duge
ti&p tuc sau khi qué trinh didu trj 83 kéi thiic. 56 lugng bach ciu cén duge kigm tra hing wdn
trong 4 thing vi sau d6 o nira thing mot 1n cho dén het 4 tuén sau khi di ngimg diu tri.
DUNG CHOPHUNUCOTHAL CHO CON BU

Cho dén nay, d{ an toin ciia clozapine d6i vdi phu nit cb thai vin chua duge chimg minh do
dé thutic khong duge khuyén ding cho nhilmg ddi tugmg ndy. Cic nghién cifu trén dong vit
cho thiy clozapine dugc bii G€l vio sita vi vy nhilng b me dang duge diéu tri bing
clozapine khéng nén cho con bii.

TUONG TAC THUGC
Clozapyl o6 thé lam ting tic dung trén thin kinh trung wong clia: rugu, ciic ché ic ché men
MAQ, cdic chit (i ché thin kinh trung wong nhur céc thudc gidm dau gay nghién, cic
benzodiazepine vii céc thudc khdng histamine H1. Céin than trong khi sirdung Clozapy] trén
nhilng bénh nhan dang (hodc vira mdij sit dung cic benzodiazepine vi sy ket hop thudc o6
thé lam gia ting nguy co suy mufin hoin kém theo suy ho hiip.
Do cic tic dung phu, ciing cdn thin trong khi sir dung Clozapyl ddng thisi véi cic thufic o
tic dung khing cholinergic, ha huy#t 4p hay (@ ch€ ho hap. Mot sd thude khdc cé tic dung
gy suy gidm chifc nang cia twy xuong (vi du nhwr : Carbamazine, Captopril va
Ph’:pylllmaﬂl}céthélhmtangnguycﬂhmﬂh@hdnhprfuduqcmdqngdﬂngthé!
vdi clozapine.
SUDUNGQUA LIEU
Tri¢u chimg qud lifu cia cic thude li: diy din, ngi lim, hdn mée, mét phin xa, li ldn, kich
dong, cudmg phidn xa, mé sing, co gilt, ting ti€t nude bot, gidn ddng tir, nhin miy, khong chiu
duge nhiét, nhip tim nhanh, tut huyét dp, suy sup, rdi loan nhip tim vi suy ho hip.
Xir trf qudi liéu bao gém rira da dhy sau d6 cho bénh nhan udng than hoat, didu trj triéu chimg
k&t hop vdi theo ddi lién e chife ndng tim mach vi ho hip, kiém sodt dién gidi va thing bing
acid-base. Khong nén sirdung adrenalin ciing nhwrcdc din chit ciiand € diéu tri tridu chimg
tut huyét dp vi o6 khé nang xudt hi¢n phin img “ddo nguge tic dung cia adrenalin®, Bénh
nhin ciing cin dugc theo ddi chat ché ftnhii 13 4 ngiy d& 3é phidng xdy ra nhimg phin mudn.
NHONG TAC DUNG KHONG MONG MUGN.
Chdng mat v mét mbi I nhimg tic dyung phu thuimg gap nhit khi diing thudc. Céc tdc dung
khéng mong mudn khic cia thudkc trén hé thin kinh trung wong li dong kinh, chodng ving
vt dau ddu. Céc triu chimg ngoai thip giy ra do thudc chi gém: run riy, ngdi khong yén v
cing di ngdi. Té i cdc téc dung niy déu nhe va thodng qua. P cf nhilng bédo cio vé vikc
xudt hién cdc tridu chimg nhu khé miéng, réi loan bai tiét mé hoi v difu hod than nhiét khi
diing thudc. Cic téc dung phu cia thudc trén hé tim mach nh nhip tim nhanh, ha huyé dp o
the dic biét thuémg hay xuli hi¢n trong nhimg tudn diu cia qud inh diéu tri. Tuy rit hifm
gip numg suy tufin hoiin kim theo suy ho hip do ding thudc ciing d3 duge bdo cdo. Trén
dmmh&.c&ﬁcdmmnhuw&nm ndn va tio bon ciing ¢ thé xdy ra. Ciing cd
mmgh@ﬂngenqmgnﬂﬁmgrﬂﬂmﬁnghqpcﬁ&ﬁuﬁﬂrﬂl
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- Lidukhiidiu:12,5- 25mg/ngiy.
-Ting liéu : 25-50 mg mdi ngiy dén khi dat 300-450mg/ngdy trong 14 ngdy.

(Lru § : Vi cée mire Ilblr'ﬂlﬂlwg ci thé lya chgn dang bao ché vién nén clozapine
25mg hodic vién nén clozapine S0mg)

Liéu t6i da: Mot s6 bénh nhan duge diéu tri véi mife lidu cao hon so véi mic liéu di duge dé
cAp & trén vit mifc lidu cao nhdt duge phép sir dung 13 900mg/ngéy. Tuy nhign cic tic dung
khong mong mudn thuimg c6 xu hudng gia ting khi bénh nhan sit dung mitc lidu 16n hon
450mg/ngiy.

Tré em: Thudc khong duge khuyén ding chotré em.

Ciich ditng: Diing theo duimg udng.

BAOQUAN: Bioquin énhiét 40 dudi 30° C. Trinh dnh séing.

DANG BAO CHE VA QUY CACH PONG GOI:

Clozapyl 100: Buge déng vi 10 vien nén. Hop 10 vi vi mot 1 huémg diin sirdung.

_TIEU CHUAN CHAT LUQNG: Nhi sin xuft.

" HANDUNG: 24 thing ké tirngdy sin xust.

56 10 san xuft (Batch No.), ngiy sin xuft (Mfg.date), han diing (Exp.date): Xin xem trén
nhdin vi vl hop.

Nhi sdn xudt
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Torrent Pharmaceuticals Lid.,
Village : Bhud & Makhnu Majra, Tehsil : Baddi-173 203,
Dist : Solan (H.P), INDIA.



