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ALZOCALM 0,5: Mou\’ré”ﬁ_” nchifa®

Hoat chat: Clonazepam..............0,5 mg.

Té duwgc: Docusat natri, tinh bot ngd, lactose monohydrat, povidon, cellulose vi tinh thé, talc, magnesi
stearat.

ALZOCALM 1,0: Mdi vién nén chira

Hoat chat: Clonazepam............... 1,0 mg.

Ta dwge: Docusat natri, tinh bot ngd, lactose monohydrat, povidon, cellulose vi tinh thé, talc, magnesi
stearat, oxyd sit do.

ALZOCALM 2,0: Mdi vién nén chira

Hoat chat: Clonazepam. .. 2,0 mg.

Ta dwoce: Docusat natri, tmh bot ngo lactose monohydrat, povidon, cellulose vi tinh thé, talc, magnesi
stearat, oxyd sit do, oxyd sit vang.

DUQC LUC HOC: W
Clonazepam 1a mét dan xuét benzodiazepin ¢6 cdu triic hoa hoc tuong tu diazepam, c6 téc dung
manh chéng co giat. Clonazepam c6 lién quan dén kha ning tang cuong tac dung cta acid gamma
aminobutyric (GABA), la chit dan truyén than kinh tc ché chii yéu cua hé thin kinh trung vong.

DUQC DONG HOC:

Clonazepam duoc hép thu nhanh sau liéu ubng véi kha dung sinh hoc khoang 90%. Nong d6 dinh
trong huyét tuong dat dugc sau khi udng 1 dén 4 gio. Clonazepam dugc chuyén hoéa nhiéu & gan.
chit chuyén hoa chinh 1a 7-aminoclonazepam, khong c¢6 hoat tinh. N6 dugc bai tiét chu yéu qua
nuée tiéu dudi dang cic chit chuyén hoa tu do hodc dang lién hop. Clonazepam lién két khoang
86% + 0,5% voi protein huyét tuong. Thoi gian ban huy khoang 30 dén 40 gio. Clonazepam di qua
nhau thai va dugc phan phdi vao sira me.

CHI PINH:

Bénh ddng kinh: ALZOCALM dugc chi dinh diéu tri moi thé dong kinh va co gidt nhat la déi véi
déng kinh con nho dién hinh hodc khong dién hinh.

Chirng hoéng sg: ALZOCALM dugc chi dinh diéu tri cic chimg hoang s, kém hodc khong kém
theo chimg so chd dong ngudi va ching s¢ khoang rong.

CACH DUNG - LIEU DUNG:

Bénh dong kinh:

Nguwaoi lon:

Liéu khoi ddu 1a 1 mg (0,5 mg & ngudi cao tudi ), khong dugc dung qué 1,5 mg/ngdy, chia lam 3
lan. Liéu c6 thé dugc tang thém tir 0,5 dén 1 mg m0| 3 ngay cho dén khi con dong kinh da dugc
kiém soat hodc khi tac dung khong mong mudn xudt hién ngan can viéc gia ting licu. Lleu duy tri
vao khoang 4 — 8 mg/ngay, chia lam 3 1an tiy theo dap ing caa timg ngudi bénh. Liéu t5i da hang
ngay la 20 mg.

Tre con b va tré em (dudi 10 tudi hoic 30 kg can ndng):

Liéu khoi dau la 0,01 - 0,03 mg/kg/ngay, chia lam ba lan. M&i 3 ngay, c6 thé tang thém liéu dung
khong qua 0,25 — 0,50 mg/ngay cho t6i lidu duy tri 0,1 — 0,2 mg/kg/ngay, chia lam 3 lan. Liéu tbi da
la 0,2 mg/kg/ngay.

Chirng hoang s¢:

Ngwoi lon: Lidu bat dau la 0,25 mg moi lan, hai lan trong ngay. Ddi véi phan |6n nguoi bénh, lidu
c6 thé tang dén | mg/ngdy, sau 3 ngay. Khi ngimg diéu tri phai giam tir tr, e 3 ngay giam 0.125 mg
cho t6i khi dirg han.
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Tré con bit va tré em: Chua c6 kinh nghiém sir dung 1am sang clonazepam trong diéu tri chimng
hoang sg voi ngudi bénh dudi 18 tudi.

CHONG CHI PINH:

- Bénh nhan duoc biét qua man vai bét ky thanh phan nao cua thude.
- Bénh nhan c6 tién sir man cam vai céc thude nhém benzodiazepin.
- Bénh nhan c6 bénh gan, bénh tiang nhan ap cap goc dong.

LUU Y VA THAN TRONG:

- Bénh nhan ¢6 bénh ting nhin 4p goc md dang duoc diéu tri.

- Bénh nhén c6 bénh phdi hodc suy chirc nang than.

- Ngimg clonazepam dot ngdt, ddc biét & ngudi bénh dang diéu tri clonazepam dai han liu cao c6
thé gay tinh trang dong kinh. Do d6, viéc ngimg clonazepam phai duoc tién hanh tirng budc va
ddng thoi c6 thé chi dinh mot thude chéng co giat khac thay thé.

- Dung clonazepam dai ngay dan dén 1¢ thudc thude. Triéu chirng cai thude (co giat, loan than, ao
giac, réi loan hanh vi, run, co cing co va bung) xay ra sau khi dot ngodt ngimg su dung
clonazepam. Tri€u chimg cai thudc nang thuomg chi thay & ngudi bénh dung thude qua mac vai
thoi gian kéo dai. O nhiing ngudi bénh ding clona.cham v6i liéu diéu tri lién tuc trong nhleu
thang thi khi dot ngdt ngirng thude, triéu chimg cai thude thudng xay ra nhe hon (bdn chon, mét
ngt). Do d6 sau khi dung thude diéu tri dai ngay thi khéng nén ngimg thude dot ngot ma phai
nglmg thude tir tir. : ' ‘ VT/

- Khi dung thudc cho nhiing ngudi bénh cé nhitng thé dong kinh két hop thi clonazepam cé thé
lam gia tang tan suét xuét hién hoac thac déy khoi phat cac con co ctling co giat toan thé. Trong
truong hop nay, can sir dung thém céac thude chdng co giat khac hoac tang liéu luong thube. Sur
dung dong thoi ca hai thude acid valproic va clonazepam co thé lam xudt hién con ving y thirc.

- Phu nir ¢6 thai va cho con bi: Clonazepam khéong dugc dung cho phu nir mang thai. trong
trudng hop néu can thiét phai dung trong thdi ky mang thai hodc nguoi bénh bat dau mang thai
trong khi ding thudc phai thong bao cho ngudi bénh biét vé mdi nguy co di dang téi bao thai.
Nhirng ngudi me dang ding clonazepam thi khéng duge cho con bu.

- Tac dong cia thudc khi lai xe va van hanh may méc: Ding thén trong khi 1ai xe hodc van
hanh may moc.

TAC DUNG KHONG MONG MUON:

Thuong gap, ADR > 1/100:

Budn ngu, roi loan diéu phdi, réi loan hanh vi, 14 I4n, giam kha néng tri tué, téo bon, dau bung,
thong kinh (ni).

It gap. 1/1000 < ADR <1/100:

Tang cén, phii né, nhirc nira dau, di cam, run, mét ngu, lo ling, bi kich thich, ac mong, kho chiu

ving bung, viém da day — rudt, rdi loan tiéu hoa, tang tiét nude bot, tang tiét phé quan, dau nguc.

danh trong nguc, dau lung, dau khop, réi loan kinh nguyét va dau nguc (nir), giam phong tinh va NG Ty
giam tinh duc (nam). PH A
Hiém gap, ADR < 1/1 000: CPHA
Thiéu mau, giam bach cau, giam tiéu cau, suy ho hap Pv
Thong bdo cho bdc si nhitng tdc dung khong mong mudn gdp phai khi sit dung thuéc. —

TUONG TAC THUOC: ‘ ‘ i

- Phenytoin, phenobarbital cé thé lam tang chuyén héa cua clonazepam va lam giam nong do thude |
trong huyét tuong. 1.

- Tac dung (c ché than kinh trung uong cua clonazepam co thé duoc tang 1€n khi sir dung rugu, = =
thudc gay mé, thudc ngu, thude gidi lo au, thuéc chéng loan than, thudc e ché men monoamin ..
oxidase (IMAO) va céc thubc chdng co giét khac.

- Tuy chua c¢6 nghién ciu lam sang, nhung dwa trén mdi lién quan cua cytochrom Pyso 3A vai
chuyen héa clonazepam, cdc thube e ché hé théng men nay, dic biét cic thude chéng nam loai
udng phai dugc dung than trong cho nguoi bénh dang dung clonazepam.
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- Clonazepam khong lam thay d6i duge dong hoc ciia cac thudc phenytoin, carbamazepin hoac
phenobarbital.

QUA LIEU VA CACH XU TRi:

Tri¢u chumg: Ngu ga, 1a 14n, hén mé, giam phan xa. VI/
Cdch xir tri:

Theo dai hé hap, mach va huyét ap, cac blcn phap hd trg va rira da day ngay. Truyén dich tinh mach
nén duoc thuc hién va bao dam thong khi tét. Truong hop ha huyét ap thi diing thudc levarterenol.
Flumazenil 1a mot thude d6i khang dac hiéu voi thu thé cua benzodiazepin, dung dé thanh giai tac
dung an thn coa cc thude benzodiazepin va cé thé sur dung trong trudong hop ding benzodiazepin
qua liéu. Cin canh gidc khi ding flumazenil vi ¢6 nguy co gdy con dong kinh, dic biét & nhitng
ngudi bénh da dung dai ngay cac thudc benzodiazepin.

TRINH BAY:
ALZOCALM 0,5

Hop 10 vi x 10 vién nén.
Chai 100 vién nén.
ALZOCALM 1,0

Hop 10 vi x 10 vién nén.
Chai 100 vién nén.
ALZOCALM 2,0

Hop 10 vi x 10 vién nén.
Chai 100 vién nén.

BAO QUAN: O nhiét d6 dugi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuét. Khong dung thudc khi qué han sir dung.
NGAY XET LAI TO HUONG DAN SU DUNG: ..

PE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
THUOC NAY CHi DUNG THEO PON CUA BAC SI.

Nha san xudt:
CONG TY CO PHAN DUQC PHAM OPV
L6 27, Buong 3A, Khu Cdng Nghiép Bién Hoa Il, Tinh Pdng Nai. g’
DT : (061) 3992999 Fax : (061) 3835088 ! 1
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