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o Théng bao cho bac st nhitng tdc dung khéng mong mucn gap phai khi st dung thuoc.

o Dé thube xa am ray tre em.

o Khong ding thuoc qud han in trén bao bi.

1. Tén thube: SARINEX 2 TABLET

2. Thanh phan cong thire thude

M5i vién nén chira:

Thanh phan hoat chdt: Clonazepam 2 mg.

Thanh phan ta dwoe: Lactose Monohydrate, Microcerystalline Cellulose (101), Microcrystalline

Cellulose (102), Maize starch, Polysorbate 80. Croscarmellose Sodium. Lemon Yellow Color.

Orange Red Color, Magnesium Stearate, nudc tinh khiét.

3. Dang bao ché: Vién nén.

Mo ta: Vién nén hinh bat gidc. mau vang nhat. hai mat phang. mot mat ¢6 khic chir ACME. mét
mat ¢o khac vach.

4. Chi dinh

Tat ca cac dang dong kinh & tré em. déic biét 1a con vang v thire (con nho). ddng kinh rung giat co
va dong kinh co cimg-co giat toan thé hoa nguyvén phat hay toan the hoa tha phat cua con dong
kinh cuc bg.

O nguoi 16m, tat ca cac dang dong kinh toan thé (bao gdm co gidt co. mét truong luc co, co cimg
va con co clirng-co giat) va dong kinh cuc bo (bao gt")m ca dong kinh roi loan van dong).

5. Céch dung, li¢u dung

Liéu luong cua clonazepam dugc ci thé hoa va phy thuge vao tudi cua bénh nhan.

Li¢u lugng duge xdc dinh & mdi bénh nhan tuy theo dép tmg lam sang va kha nang dung nap. Dé
giam thiéu tac dung khéng mong mudn. can bat dau ding liéu thap va ting dan liéu hang ngay cho
dén khi dat duoc liéu duy tri phii hop vai timg bénh nhan. Co thé quan sat thiy miae do dung nap
doi voi ca tac dung phu va tac dung di¢u tri. Néu bénh dong kinh khong duoe kiém soat day du o
mte liéu khuyén cdo 16i da. nén xem xét licu phap thay th¢ hode ket hop.

Trude khi thém clonazepam vao phédc do chong co gidt hién tai. can c¢in nhac rang viée su dung

nhi¢u thudc chong co gidt c6 thé lam tang tac dung khdng mong mudn.
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Tuong tu céc thuoe chong dong kinh khac., khong duge ngimg diéu i bing clonazepam dét ngot
ma phai giam liéu tur tir.

A 24 X
Lieu khéi dau:
Tré em tir 2-3 (éi: 0,5 mg / ngay (nia vién 0.5 mg sang va t6i).
Tré em tir 6-12 ru6i: 0.75mg / ngay (nura vién 0,5 mg vao budi sang. mdt vién 0,5 mg vao budi tdi)
Nguai lén: 1 mg / ngay (mdt vién 0.5 mg sang va 16i)

Liéu trung binh khi diéu tri duy tri:

Tuoi _ Li¢u hiang ngay 1 0.Smg :_ 2 mg

(mg) ! (vién) i (vién)
Tré em tir 2-5 wdi 1.5-3 l 3-6 | %-1% |
Tré em tir 6-12 tudi 3-6 612 1T 1w-3
Ngudi 1on - [ 48 - 8-16 1 24

*Licu toi da hang ngay Ia:':r ngudi 16n 1a 20mg/ngay
Liéu duy tri nén duge chia thanh 3 dén 4 lan ding trong ngay. Liéu duy tri dat duge sau 2-4 tudn
diéu tri. B¢ hi¢u chinh liéu t6i wu & tré em, nén sir dung ché phdm clonazepam 0.5mg.

Nguwoi cao tudi:

Ngudi cao tudi thuong nhay cam véi tae dung cta thude nhom bezodiazepin. Can than trong khi
hiéu chinh liéu & ngudi cao wdi. Bénh nhan cao tudi nén duoe bat dau vai lidu thap nhat cua
Clonazepam va liéu duy tri s& nam trong khoang li¢u thip cua ngudri Iom.

Suy gan:

Bénh nhan suy gan nang khéng nén diéu tri bang clonazepam. Bénh nhin suy gan nhe dén trung
binh nén dung lidu thap nhét co thé.

Suy than:

Tinh an toan va hi¢u qua cua clonazepam o bénh nhan suy thén chua dugce nghién etru. Dya trén
cac xem xét vé duge dong hoc. khong can diéu chinh liéu ¢ nhiimg b¢nh nhan nayv, tuy nhién dugc
Iuc hoe cho thiy c6 kha nang tich liy cac chit chuyén héa clonazepam nén can xem xét liéu lugng
& nhimg déi tugng nay.

6. Chéng chi dinh

— Bénh nhin nhay cam véi cac loai thude benzodiazepin. hode bit kv thanh phin nao cua thude.
— Bénh phdi tat nghén man tinh khoi dau la suy ho hip.

— L& thudc thude. lam dung thude e ché than kinh trung uong bao gom ca ruQu.

— Bénh nhan suy gan nang vi benzodiazepin ¢o thé gay ra bénh ndo gan.

7. Canh b#o va thin trong khi dang thube
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—  San pham ¢6 chira lactose. nhimg bénh nhan ¢o van dé di truyén hiém eap vé khong dung nap
galactose (thiéu hut men Lapp lactase hode kém hap thu glucose-galactose) khong nén dung
thube nay.

— Clonazepam nén thén trong ¢ bénh nhén c6 rdi loan chuyén hoa porphyrin vi né ¢6 thé gay roi
loan chuyén héa porphyrin.

—  Dung ddng thoi vai rugu va cdc thude tre ché thén kinh trung wong:

Str dung dong théi clonazepam véi rugu v / hodc thude tre ché thin kinh trung wong ¢6 kha
nang lam tang tac dung lam sang cua clonazepam; ¢6 thé dan dén hon mé hodc tir vong. suy
hé hip va / hodc suy tim mach li¢én quan dén 1am sang.

Vi rugu co thé gdy ra con dong kinh bat ké li¢u phap didu tri va lam ting tac dung trc ché than
kinh trung uong cua clonazepam. Do do. bénh nhan nén tranh udng ruou khi dang diéu tri bing
clonazepam. Kha ning dung nap rugu va cdc thude e ché than kinh trung wong khac s& giam
di néu giam lidu hoac khong dung dong thai véi clonazepam.

Clonazepam nén ddc bi¢t than trgng & nhimg bénh nhan mat diéu hoa véan dong: trong truong
hop nhiém doc cip tinh voi ruou hodc cac loai thude chdng dang kinh khéc. thude ngi. thude
giam dau. thude chdng loan than, thude chéng traim cam hodc lithium; hodc néu bénh nhan bi
ngung tho khi ngu.

C6 dén 70% chat chuyén hoa cia clonazepam duge bai tiét qua than, nén duge lyc hoe cua
clonazepam va cac chét chuyén hoa cua no ¢6 (thé bi thay doi.

— Than trong ¢ nhimg bénh nhan huyét ap thap. dac biét 1a ngudi cao i do ¢6 thé dan dén bién
chimg trén tim hodc ndo.

~ Chimg hay quén hodc suy giam tri nhd thoang qua da duoc bio cao 1ién quan dén viée st dung
céc thude benzodiazepin. Nguy co tang 1én khi ding licu cao.

—  Thén trong khi dung ¢ nhirng bénh nhan bi ngung tho khi ngu do ¢6 tac dung te ché ho hap.
Do do, chi nén ding clonazepam cho nhitng b¢nh nhan dong kinh bi ngung tho khi ngu khi lgi
ich diéu tri cao hon nguy co co thé xay ra.

— Thén trong & nhimng bénh nhan nhuge co vi clonazepam lam tang su yéu co trong bénh nhuge
co.

—  Thén trong ¢ bénh nhén bi tang nhan ap goc hep cap tinh.

—  Céac phan tmg nghich |y nhu bon chon. kich dong. kho chiu. hung hang. cang thang. tha dich,
lo lng, a0 wong. rdi loan gide ngu. dc mong. ao gide. roi loan am than. gide mo sinh dong,
con thinh nd cap tinh. kich thich hozic phan khich. hanh vi khong phi hop va cée tac dong hanh
vi bét loi khac co thé xay ra. Néu nhimg phan (mg nhu v@v xay ra thi nén ngimg str dung

clonazepam.
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— Thén trong khi sir dung clonazepam ¢ nhitng bénh nhan bi suy hé hap. O nhimg bénh nhan bi
bénh phoi tac nghén man tinh (COPD). céc thude benzodiazepin ¢6 thé lam tang ap luc COs
trong ddng mach va giam dp luc oxyv. Liéu lugng clonazepam nén duoe diéu chinh & nhirng
bénh nhan c6 van d& vé hé hd hap tir trude.

—  Tram cam, rdi loan tAm than va tim than phan li¢t:

Clonazepam khong dugce khuyén céo la li¢u phap chinh o bénh nhan tram cam va / hoac rdi
loan tam than. Trong truomg hop nay. cin danh gia va giam sat tam than néu ¢6 chi dinh dung
thude benzodiazepin.

Benzodiazepin ¢6 thé lam tang trdm cam & mot s0 bénh nhén: va ¢ thé gép phin lam xéu di
tinh trang rdi loan tam than phan liét nghiém trong véi tinh trang 10 13n va cai thube. Cac
khuynh hudng ty sat ¢6 thé xuat hién va can phai ¢o cac bién phap bao vé. Bénh nhan cé tién
sir trdm cam va / hodc cO y dinh tr tir nén duge giam sit chat ché.

— Khi dung clonazepam dé diéu tri bénh déng kinh. khong duoe dimg ddt ngdt vi nguy co lam
ting tan suat hodc mirc do nghiém trong cua cac con co widt. Cin phai giam liéu va ngung
thude tir tir,

— Cén phai than trong khi st dung clonazepam & nhimg ngudi ¢o tién su dé bi nghién hodc nhirng
ngudi ¢o tién sir tr ¥ tang liéu. Nén han ché viée ké don lap lai ma khong co su giam sat y té
day du.

— L& thude thude:

Viée st dung céc thude benzodiazepin ¢6 thé gia tang phu thudce vé thé chat va tam ly, duoe
dinh nghia 1a hoi chimg cai nghién sau khi ngimg thude. Nguy co phu thude tang theo liéu
lugng va thoi gian diéu tri. Nguy co tang cao ¢ nhimg bénh nhan ¢6 tién sir lam dung ruou
hodc ma thy. Lam dyung da duoc bao cdo & nhimg nguoi sir dung nhiéu loai thude. Su dung
nap, duge dinh nghia bai nhu cdu tang lidu dé dat duoe hicu qua di¢u tri. hiém khi xay ra ¢
nhirng bénh nhéan ding liéu khuvén cao dudi su gigm sit v 1¢. Dung nap thude an than co thé
xdy ra voi benzodiazepin, dac bidt o nhimg nguai ¢o hanh vi tim ki¢m thude.

Hoi ching cai nghién ¢ dac diém tuong tu nhu cac tricu chung dugc ghi nhan vai barbiturat
va rugu da xay ra sau khi ngirg dot ngdt cac thube benzodiazepin. Pham vi céce triéu chimg
nay bao gom tir mét ngu. lo ling. kich dong. réi loan gidc ngu, dau dau, tiéu chay, cau kinh,
kho chiu, danh trong ngue, con hoang s¢. chong mat, rung gidt co. roi loan van dong, qua man
cam v&i anh sang. am thanh va xtc gidc, cam gidc co thé bat thuong (vi du: cam gide chuyén
dong, vi kim loai). rdi loan giai thé nhan céch. rdi loan tri giae sai thue tai, 4o tuong niém tin,
ting phan xa va mét tri nhé ngan han. dén hoi chimg chinh ¢6 thé bao gém co gidt. run. chudt
rit ¢ bung va co. trang thai nham lan. mé sang. ao giac. tang than nhi¢t. rdi loan tdm than, non

mua va do mo hoi. Cac bi¢u hi¢n cai nghi¢n nay. dac bi¢t la nhirng bicu hién nghiém trong
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thuong gdp o nhing bénh nhén dung qué liéu clonazepam trong thoi gian dai. Tuy nhién, hoi
chimg cai nghién da duge bao cdo sau khi nglmg dot ngét cac thude benzodiazepin duge dung
lién tuc & liéu diu tri. Do dé, clonazepam nén duge ngimg bing cich giam lidu dé giam thiéu
su xudt hién cta hoi chirng cai nghi¢n. Bénh nhin nén tham khao y kién béac si trude khi tang
lidu hodc ngimg thude dot ngot.
Hién tuong doi ngugc da duge mé ta khi su dung benzodiazepin. Sy gia tang muc do nghiém
trong cua mat ngu va lo Iéng i phat vugt mae trude khi dicu tri sau khi ngimg sir dung
benzodiazepin. Mot s6 bénh nhan duge ké don benzodiazepin vai thai gian ban huy rét ngan
(tir 2 dén 4 gio) ¢o thé gip cac hdi chimg ddi nguoe twong doi nhe gitra cac liéu dung thong
thuong. Cac tri¢u chimg cai nghién / ddi nguge ¢6 thé xay ra véi liéu cao trong thoi gian twong
déi nge:m.

— Su dung cho bénh nhan suy gan:
Céc thude benzodiazepin ¢6 thé gop phan lam khoi phat cae dot bénh ndo gan & bénh nhén suy
gan nang. Can dic biét than trong khi dung clonazepam cho bénh nhén suy gan nhe dén trung
binh. O nhitng bénh nhan can diéu tri bang benzodiazepin trong thoi gian dai hon 4 tudn, nén
kiém tra chire nang gan dinh ky.
Sau khi sur dung clonazepam kéo dai o licu dicu tri. nén ngimg thude tr tir. Cén lap ké hoach
ngimg thude cho timg bénh nhan ¢o nguy ¢o ¢ thude thuoe trong khoang thoi gian tir 4 tuan
dén 4 thang. Ciing nhu céc thude benzodiazepin khac. khi ngimyg dicu tri dot ngot. ¢é thé tang
tam thoi tri¢u chimg roi loan giac ngt sau khi str dung clonazepam.
Mot s6 it bénh nhan thuyén giam lau dai véi cac loai dong kinh thong thuong khi dung
clonazepam. Su dung nap véi tac dung chong co gidt cua clonazepam cé thé xay ra sau 4 tuan
dén 6 thang b¢nh nhan diéu tri lién tuc. dan dén tang tan suat co giat, Tang lidu trong tinh
hudng nay hiém khi c6 tac dung. Néu con dong kinh khong con dugce kiém soat day du. nén
ngimg thude va thue hién diéu tri thay thé.

— Dung ¢ bénh nhan suy than va loan tao mau
Bénh nhan bi suy giam chirc nang than nén than trong khi sur dung thude benzodiazepin va ¢o
thé giam liéu. Trong mot s6 it truomg hop. bénh nhan su dung thude benzodiazepin da xuat
hién chimg loan 1a0 mau va mdt sé ngudi bi tang men gan. O nhimg bénh nhan can diéu
bang benzodiazepin trong thoi gian dai hon 4 tuan. nén xét nghiém cong thire mau dinh ky.

~  Sir dung cho nguoi cao tudi
Di ¢6 béo cdo vé cdc truomg hop té ngd va gy xuong o ngudi ding benzodiazepin. Nguy co
tang 1én & nhimg nguoi ding thude an than dong thai (bao gém ca thire udng co con) va o
ngudi cao tudi. Bénh nhén cao tudi hodic suy nhuge ¢o thé dac biét nhay cam voi cace tac dung

duoc 1y ctia benzodiazepin nhur chéng mat. mat di¢u hoa va 1a lan. ¢o thé lam tang nguy co té
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ngd. Bénh nhan cao tudi, bénh nhan méc bénh hé ho hip tir trude (vi du bénh phdi tac nghdn
mén tinh), bénh gan hodc than hodc nhimg nguoi dang di¢u tri bing céc thude tic dong trén
than kinh trung wong khéc hoac thude chong co gidt. can phai can than diéu chinh liéu lugng.
— St dung cho tré em
Tang tiét nude bot va dich phé quan ¢6 thé xay ra & tré so sinh va tré nho, va cdn c6 su giam
sat dé dam bao duong the van thong thoang. dac biét la khi bat dau diéu tri hodc trong truong
hop nhiém trang dudng hé hip.
8. Sir dung thutc cho phu nir ¢o thai va cho con bi:
Sir dung thuoe cho phu nit ¢6 thai
Nguy co ngudi me bi dong kinh va cé sir dung thude chdng co gidt sinh con di tat cao gdp 3 lan so
véi ngudi binh thuong. Mot sé nguy co nay la do dung thuoe chong co gidt
Céc ba me ding nhiéu hon mot loai thude chéng co gidt ¢o thé ¢o nguy co sinh con bi dj tat cao
hon so véi cae ba me chi ding mét loai thude.
Nhin chung, nguy co sinh con bat thuong 16n hon nhiéu so véi nguy co co giat khong kiém soat
duge ddi voi me va thai nhi. Do d6. khuyén nghi ring:
- Phu nir diing thuée chdng co giat nén duge tr van trude khi mang thai vé nguy co di tt thai nhi
- Tiép tue ding thude chéng co gidat trong thai ky va nén ding don tri lidu voi liéu thap nhat ¢o
hiéu qua
- Bé sung axit folic (5 mg mdi ngay). bat dau bon tudn trude khi thu thai va tiép tuc dung trong
mudi hai tudn tiép theo sau khi thu thai.
- Khuyén cdo chan doan trude sinh déc bi¢t trong 3 thing gitra thai ky.
Clonazepam la mgt loai thudc benzodiazepine. Nhimg loai thuoe nay di qua nhau thai, xuat hién
& bao thai va sau khi dung lién tuc trong phan 1on thei ky mang thai, ¢6 thé dan dén ha huyét ép,
giam chirc nang hé hip va ha than nhiét ¢ tré so sinh. Cac tri¢u chimg cai nghién o tré so sinh doi
khi duge béo cio véi nhém thube nay.
Str dung clonazepam qua duong udng trong giai doan hinh thanh céc co quan di cho thay mot ty
18 di tat twong ty & tho (hd ham éch, ho mi mat. xwong (e hop nhat. khuyét tat chi) va chudt nhét
(16i ndo, dj tat hé than kinh trung uong) o lidu thip hon lidu 16i da duge khuyén cao. Nhimg tac
dung nay khdng duge quan sat thay & chudt vai lidu udng hon 20 1an lidu (5i da.
Céc tri¢u chimg cai thude & tre so sinh da duoc bao cio voi cie thude benzodiazepin,
Céc nghién ctru trén dong vat da cho thay bang chimg v ¢ su gia tang (on thuong thai nhi. triéu
chimg ctia né duge khong chic chin o nguoi.
Sir dung thuée cho phu nit cho con bui:
Clonazepam khong duge ding cho phy nir dang cho con bu. Clonazepam dugc bai tiét qua sira me

va co thé gay budon ngu va kho an ¢ tré so sinh.
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Néu co ly do dé sur dung clonazepam. nén ngimg cho con bi.

Kha nang sinh san

Str dyng clonazepam trong ché dé an cho chudt duc va cai dan dén vige giam ty 1¢ mang thai va
suy giam kha nang song sot cta chudt con o liéu 60 mg/m2/ngay hodc cao hon (gép 4 lan liéu
khuyén céo ti da cho ngudi); lidu khong ¢ tdc dung la 6 mg/m2/ngay (it hon mic phoi nhiém
lam sang).

9. Anh hwéng cua thuée lén kha nang lii xe, van hanh may moce

Tuong ty cde bénh nhan ding thude tre ché than kinh trung vong. bénh nhan dung clonazepam
nén dugc canh bao khong vén hanh may méc hode phuong tién nguy hiém cho dén khi biét ring
ho khong bi buén ngu hoac chéng mat do diéu tri bang clonazepam. Triéu chimg ¢6 thé suy giam
vao ngay hom sau.

10. Twong tic, twong ky cua thude

C6 thé ding ddng thoi clonazepam véi mot hode nhidu loai thude chong dong kinh khac, trong
truong hop nay phai diéu chinh lidu lugng cua timg loai thube dé dat hicu qua 16i vu. Tuong tac
gifra mét sb thude benzodiazepin va céc thude chong co gidt khic véi nhitng thay déi vé ndng do
trong huyét tuong cua thude da duoe bao cdo.

Khuyén céo rang bénh nhdn nén duge theo ddi cac phan (mg thay doi khi ké don thube
benzodiazepin va thude chong co giat dong thoi. va viée theo doi nong do thude chdng co gidt
khdc trong huyét thanh duge thue hién thuomg xuyén hon

Twong tac dwoc dong hoc:

Thube chong dong kinh phenytoin. phenobarbital. carbamazepin. lamotrigin va valproat c6 thé
lam tang d0 thanh thai cta clonazepam. do do lam giam nong do trong huyCt twong ctia clonazepam
khi diéu tri két hop.

Tac dung cua clonazepam dbi véi ndng do phenytoin trong huyét trong chira rd do néng dé thude
¢6 thé ting hodc giam tiy thude vao cac bdo cao nghién ciru va ¢de véu 16 tir bénh nhan.
Clonazepam ¢6 thé lam giam ndng do carbamazepin trong huyét twong.

Ban than clonazepam khéng tao ra cac enzym chiu trach nhi¢m cho qué trinh chuyén hoa ctia chinh
né. Céc enzym tham gia vao qué trinh chuyén héa clonazepam chua duge xéc dinh ro nhung bao
gém CYP3A4. Cic chit trc ché CYP3A4 (vi du fluconazole) ¢6 thé lam giam chuyén héa, dan dén
tang ndng dé va tac dung cua clonazepam.

Céc chat tre ché tai hap thu serotonin ¢o chon loe (SSR1s) sertraline va Muoxetine khong anh huong
dang ké dén duge dong hoe cuia clonazepam khi ding dong then.

Twong tic dwoce lwe hoce:

Céc thude benzodiazepin. bao gdbm ca clonazepam. lam tang tic dung tre ¢hé than Kinh trung wong

khi ding dong thoi véi cae logi thuoe khac ma ban than chung ctng gay te ¢hé than kinh trung
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uong, vi du: thude chong co gidt (chéng dong kinh) khéc. lithium. barbiturat. thude an than, thude

chdng trdm cam ba vong, thude e ché MAO khong chon loc. phenothiazin va cac thude chéng

loan than khéc, thude gian co xuong. thue khang histamin, thude giam dau gdy ngu va thude mé,
dac biét la ruou.

Clonazepam trai qua qua trinh chuyén héa oxy hoa va tuong tie vai disulfiram hodc cimetidin dan

dén tang ndng do clonazepam trong huyét trong. Bénh nhin nén duoce theo doi chat ¢hé dé tim

bing chimg vé vige tang tac dung cua benzodiazepin trong quéa trinh diéu tri déng thoi voi
disulfiram hoic cimetidin; mot sd bénh nhan co thé yéu cau giam liéu benzodiazepin.

Téc dung khang cholinergic cta atropin va cdc loai thude tuong ty, thude khang histamin va thude

chéng tram cam c6 thé duoc tang cuomg.

Nhimg thay déi nho trén dién ndo dé. thuomg la hoat dong nhanh véi dién ap thap. khéng cé y

nghia lam sang duoc biét dén, da duge bao cdo khi sir dung benzodiazepin.

Mot s6 twong tac cu thé duge ghi nhan véi clonazepam la:

- B¢nh nhan dong kinh trong moi truomg hop khong nén udng ruou khi dang diéu tri bang
clonazepam. vi rugu 6 thé lam thay doi tac dung cua thude. lam giam higu qua diéu tri hoac
tao ra céc tac dung phu khong mong mudn.

- C6 céc bdo cao vé natri valproat gdy ra con dong Kinh nhe khi dung voi clonazepam.

11. Tac dung khong mong mudn cua thube

Téc dung phy cua clonazepam xay ra & khodng 50% bénh nhan. tiy thude vao li¢u lugng va thuong

lién quan dén tac dung an thdn va gidn co tam thoi (tuy nhién. triéu chimg nay co thé tiép tuc &

10% bénh nhan va ¢o thé dan dén tinh trang cai thude). Co thé tranh duoe cae tac dung phu bang

liéu ban diu thap. liéu nay tang dan khi khong co tac dung phu.

Tdc dung phu phé bién: Ngu ga (50%). mat diéu hoa (30%). ce vin dé vé hanh vi (25%). tang tiét

nude bot (10%). mét moi (8%). véu co (5%). chong mat (5%) va choang vang, mét moi, budn ngu.

ué oai va chong mat. Nhimg tac dung mang tinh tam thi va thuong bicn mat trong qua trinh diéu
tri mot cach ty nhién hoac do giam liéu.

Tac dung phu it pho hién hom: Kich déng (1.5%). dé bi kich dong (0.7%). kho chiu (1.5%). hanh

vi hung hang (1.4%). rdi loan tap trung. tram cam (1%). 10 lan (1.9%). tang tiét phé quan (1.4%).

phan tmg chdm va mit tri nhé, bon chdn va mat phuong hudng.

Véi mét sb dang déng kinh. 6 thé tang tén suit co gidt trong qua trinh diéu tri 14u dai.

Ngay ca khi duge dung theo chi dén, clonazepam ¢6 thé 1am cham phan tmg anh huong dén kha

nang lai xe hodc van hanh may moc. Nguy co sé tang 1én néu bénh nhan ¢o udng ruou.
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Téc dyng bat loi

Rai loan tim mach

Suy tim bao gdm ngirng tim da duge bao céo.

Roi loan hé ndi

tiét

S

Cac truomg hop ca bigt ¢o thé anh huong dén dic diém gidi tinh thir phat
som ¢ tré em (ddy thi sém khong hoan toan) da dugce bdo céo.

Trong mot so it trudmg hgp. mat ham mudn tinh duc cé thé xay ra.

RO loan mat

Dac biét khi dicu tri lau dai hogc li¢u cao. ¢o thé xay ra roi loan thi luc dao

nguec (nhin don)

Rdi loan tiéu hoa

R&1 toan than va |

noi diing thube

Pho bien la tinh trang tang ti¢t nuoe bot. Cac tae dung sau da duge bao céo
trong mot soO it truomg hop: budn non va cdc tricu chimg vang thugng vi

| (kho chiuy).

Mét moi (mét moi. ué o_di)_i{i_\_"_l_‘é lt_mng d&lthUﬂg xuyén va thoang qua
va thuomg tu bién mét trong qua trinh didu tri hodc khi giam liéu. C6 thé
ngan ngira mot phan bang cdch tang lidu tr tir khi bat du diéu tri.

SOt ¢6 thé xay ra.

Trong mot sd it truong hop. dau ngue hode dau déu c6 thé Xay ra.

Céc phan ung nghich 1y bao gdm céu kinh da dugce quan sat thay

Réi loan hé thong

mau va  bach

huyét

R&i loan hé thong

mién dich

Trong mot s it truomg hop giam ticu cdu ¢o the xay ra.
|

Cac phan tng di (mg va rat it truong hop so¢ phan v¢ da dugce bdo cdo xay

ra voi cac thuoce benzodiazepin.

R6i loan co xuong

va mo lién két

Yéu co xay ra twong doi thuong xuyén. thuong thoang qua va ty bién mat
trong qua trinh dicu tri hoac khi giam licu. N6 ¢6 thé duge ngan ngtra mot

phén bang cach tang lidu tir tir khi bat ddu didu tri.

R&i loan hé than
kinh

Suy giam kha nang tdp trung. ngu ga. buon ngu. phan (mg cham. giam
truong luc co. chong mat. mat di¢u hoa. Nhimg tac dung khong mong mudn

nay xay ra tuong doi thuong xuyén. thuong thodng qua va tu bién mat trong

. qua trinh didu tri hodc khi giam licu. Co the duoe ngan chan mot phﬁn béng
‘ cach tang liéu wr wr khi bat dau dicu tri

Chéng mat xay ra twong doi pho bién.

Dac biét khi diéu tri trong thoi gian dai hode o liéu cao. cac rdi loan ¢o thé
| dao nguoe nhu ndi cham hode noi lap. mat di¢u hoa hodc rung gidt nhan

cdu ¢o thé xay ra.
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‘ Chimg quén thudn chicu c6 the xay ra khi st dung cée thude benzodiazepin

o licu diéu tri; nguy co gia tang o licu lugng cao hon, Hicu tmg mat tri nho

c6 thé lién quan dén hanh vi khong phu hop.

O mot s6 dang dong kinh, c6 thé tang tén sudt co giat khi didu tri lau dai,

Roi loan tim than

Roi loan cam xtc va tam trang, 1 1dn v mat phuong hudng da duge quan
sat thay.

[ Tram cam c6 thé xay ra 0 nhimg bénh nhén dugce didu trj bang clonazepam,
nhung ciing ¢6 thé lién quan dén can bénh tiém én.

Céc phan tmg nghich |y sau day da duge quan sat thiy: bdn chon, dé bi kich
dong. cau kinh. hung hang. kich dong. cang thang. thu dich. lo ling, rdi

loan giac ngu. ao twong. tire gian. ac mong va gide mo bét thuong, ao giac,

roi loan tdm than. tang dong qua muc. hanh vi khong phi hop va cac tac
dong hanh vi bat loi khae duge biét la xay ra. Néu cac triéu chimg nay xay

ra thi nén ngimg st dung thudc.

Lé thude thude va hdi chimg cai nghién.

R&i loan thian va
hé tiét niéu

Ré1 loan co quaﬁ
sinh san va tuyén

.

vu

Trong mdt s it truong hop. ti¢u khong trr chu ¢6 thé xay ra

Trong mot so it trudmg hop. roi loan cuong duong ¢o thé xay ra.

Roi loan hd hép.

ngue va trung that

dudi da

Mot s6 téc dung bat

RGi loan da va mo

| Tang ti¢t phé quan xay ra twong doi pha bicn. Phu hau hong da duoce bao
| cdo trong mot so it truomg hop. Suy ho hip ¢o the xay ra va nang Ién néu

¢0 tac nghén duong tho hodc ton thuong ndo tir trude, hode néu da sir dung

cac logi thude khac lam suy hé hap. Tac dung nay ¢6 thé tranh dugc bang
cach diéu chinh can than licu cudi cung.

O tré so sinh va tré nho, clonazepam c6 thé gy tang iét nude bot

' va dich tiét phé quan: do do. phai dic biét cha v dén viée duy tri su thong

thodng cua dudng tho.

Cac tac dung sau co thé xay ra trong mt so it truomg hop: may day, ngua,

' phét ban da. rung téc. phi mach than kinh. roi loan sée 6.

|r._‘!i khac

R6i loan hé noi

tiét

| =
Tang ham muon, ram long
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Roi loan tiéu hoa | Chan an. nén mira. khé ticu. thém an. tio bon. kho nudt. an nhn.u gan 10

Réi toan than va | Phi mat ca chin va mat. hon m¢é.

noi dung thude

ROi loan h¢ thong | Giam bach cau, tang bach cdu di toan. thi¢u mau. noi hach bach huyét,

miu va bach

huyét

Chén doan | Xét nghi{:}n bat thuong chire nang gan

Réi loan chuyén Ting cin, sut cdn va mat nude
héa va dinh dirérng

R4i loan hé than | Tha o, mat tiéng. hon mé. rdi loan vin dong (khong c6 kha nédng thyue hién

kinh cde chuyén dong nhanh. xen k&). liét nia nguoi. suy hé hép, run

Roi logn tdm than = Ching kho nudt. hay quén. ao gide. cuong loan. mat ngu. roi loan tam than,
y dinh ty tir (cac tac dong hanh vi nhicu kha nang xay ra & nhirng bénh nhan

| €O tién su roi loan tam thén)

Réi loan than va | Tiéu kho. dai dam. ticu dém. bi ticu

hé tiét niéu

—— i, i i

Roi loan hé hép, | Tue ngue, tic mii hong. chay nude mii. kho tho

nguc va trung that

Chan thuong, ngd | Pa co bao cao vé 1é nga va ¢ a» \LI’U‘HL O ng.mrl dung bcnxodmzepm Nguy

ddc va bién chimg | co tang 1én ¢ nhimg ngudi dung dong thai thude an than (bao ¢om ca do
Q £ £ g ng 2 &

udng cé con) va o ngudi cao twoi.

12. Qui liéu va cach xir tri:

Tri¢u ching:

Quia liéu benzodiazepin thudomg duge biéu hi¢n bang cac mire dg tre ¢hé hé thin kinh trung wong
tir buén ngu dén hén mé. Trong truong hop nhe. céc tricu chimg bao gom budn ngu. rdi loan tdm
thin va tho o. Trong nhimg trudmg hop nghiém trong hon, cdc tri¢u chimg cé thé bao gom mat
diéu hoa, loan vin ngdn. rung gidt nhan ciu. giam truong luc co. ha huyét ap, trc ché hé hép, hon
mé va rat hiém khi tu vong. Hon mé ¢6 thé kéo dai hon va theo chu ky. dac biét & bénh nhan cao
tudi. Tang tan sudt co gidt co thé xay ra & nhimg bénh nhin co ndng do thube trong huyét twong
trén mue diéu tri.

Tac dung (e ché hd hip cua benzodiazepin nghiém trong hon & bénh nhan méc bénh dudmg héd

hép.
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Cac thube benzodiazepin lam ting tic dung cua cac chat tic ché hé than kinh trung uvong khéc, bao
gom ca ruou. Khi két hop véi cac thude e ché than kinh trung wong khac. tac dung qua lidu co
thé nghiém trong va c6 thé gdy tu vong.

Xur tri:

Diéu tri qua lidu 1a didu tr triéu chimg: thue hién cde bi¢n phap ho tre theo ¢hi dinh tiy thude vao
tinh trang 1am sang cua bénh nhan. Néu qua licu nhe. chi ¢in quan st bénh nhan va theo doi cac
déu hiéu sinh tdn cua ho. O ngudi 16n hoac tre em da dung qua lidu benzodiazepin trong vong 1 -
2 gid, ¢an nhic sir dung than hoat tinh bao vé duong tho néu co chi dinh.

Néu suy nhugc than kinh trung vong nghiém trong, hay can nhéc sir dung flumazenil, mdt chét
doi khéng benzodiazepin. Chi ding khi duoc gidm sét chat ché. Thoi gian ban hiy ngan (khoang
mot gio), do do nhirng bénh nhan dung flumazenil s& can duoe theo doi sau khi hét tac dung.
Flumazenil ¢6 thé thic day con dong kinh va phai duoc sir dung hét sire thin trong khi c6 thude
lam giam ngudmg dong kinh (vi du thude ch(lmg tram cam ba vong) va bénh nhan dong kinh da
duge diéu tri bing thude benzodiazepin. Tham khao thong tin ké toa cho (lumazenil. dé biét thém
théng tin vé cach sur dung ding cua th uoe nay.

Truyén mau va chay than nhan tao khong hiru ich trong ngo doe benzodiazepin.

13. Pic tinh duge lye hoe:

Mi ATC: NO3ALEO]

Co ché tac dung

Nhom duge 1y: Cac dan xudt ciia Benzodiazepine.

Clonazepam la thude chdng co giat, thé hién mot sd dac tinh duoc 1y dac trung cua nhom thude
benzodiazepin.

Chua biét chinh xdc vi tri va phuong thire tac dung chong co giat cua clonazepam.

Cac thude benzodiazepin ting cuong qud trinh (e ché polysynap o tit ca cde cdp cua hé thong than
kinh trung wong.

Clonazepam hi¢u qua hon trong viée ngan chidn su lan rong cua hoat dong dién trong chinh ton
thuong.

Chua ¢6 dit li¢u vé thu nghiém lam sang

14. Pie tinh duge dong hgc:

Hép thu

Clonazepam dugce hap thu nhanh chong va gin nhu hoan toan (82 — 98%) sau khi ubng, vai ndng
d dinh trong huyét thanh dat duoc khoang tir 2 dén 3 gior. Thai gian ban huy hap thu la 24 pht.
Khi diéu trj lién tyc. sy tich Iy xay ra. mic du cic bao cdo cho cie gia tri khac nhau, ndng do

huyet thanh di¢u tri nam trong khodng tir 10 dén 80 nanogam/ml.. Trong mt nghién ciru voi viée
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tang liéu lugng 1én 5 mg/ngay. nong do clonazepam trung binh sau 15 ngay la 54 nanogram/mL.
Trang thai 6n dinh thuong dat duoc trong vong 2 dén 3 tudn.

Nong do clonazepam trong huyét tuong & trang thai 6n dinh khi din ¢ li¢u mot lin/ngay cao gép 3
ldn so voi dung liéu don. Sau khi ubng da liéu 2 mg, ba lan mdi ngay. nong do clonazepam trong
huyét tuong & trang thai 6n dinh trong khoang tir 30 - 80 nanogam/ml.. Mi quan hé nong dé-lidu
lwong trong huyét tuong cta clonazepam la tuyén tinh.

Sinh kha dung tuyét déi la 90%.

Phén b6

Clonazepam xam b vao mé ndo nhanh chong,

Thei gian ban thai phan bd xép xi tr 0.5 - 1 gi0r. Thé tich phén b biéu kién (3 L/kg).

Ty 1& gén két voi protein huyét twomg cua clonazepam dao dong tir 82 - 86%,

Chuyén héa

Clonazepam dugc chuyén hoa ¢ gan. Céc con dudng chuyén hda bao gom hydroxyl héa, khir nhom
nitro thanh amin va bo sung axetat vao nhom amin. Clonazepam duge chuyén hoa rong rii bing
cach khur thanh 7-amino-clonazepam va bing N-acetyl thanh 7-acctamido-clonazepam. Qua trinh
hydroxyl hoa & vi tri C-3 cling xay ra. Cytochrom P-450 3A4 o gan ¢6 lién quan dén qua trinh
nitro hoa clonazepam thanh céce chat chuyén hoa khong ¢o hoat tinh dugce 1y,

Thai trir

Thoi gian ban thai trung binh 14 39.0 + 8.3 gid. DG thanh thai trung binh + SD la 35.1 + 8.2 mL/phut
sau khi tiém tinh mach mot liéu duy nhét 2 mg clonazepam. 50 - 70% li¢u dung dugc bai tiét qua
nuoe tiéu va 10 — 30% trong phan dudi dang chit chuyén héa. Su bai tiét qua nude tiéu cua
clonazepam khéng doi thuéng nho hon 2% liéu ding. Céce chit chuyén hoa ¢ trong nude tiéu ¢
ca dang tu do va dang lién hgp (glucuronide va sulphate).

Y nghia lim sang cua dwge dong hoc

Véi liéu luong kéo dai. s tich Iy xay ra. Tuy nhién. ¢é su khde bict 1on vé ndng do diéu trj trong
huyét twong va mdi twong quan gira tic dung phu véi nong do trong huyét twong hodc v 18 ting
ndng do clonazepam trong huyét trong va cae chat chuyén hoa cua no chua duge thiét lap. Do doé.
viéc theo ddi ndng do trong huyCt twong thuong duge thue hicn vai mot s6 thude chdng co giat.
Cén nhian manh rang tac dung cua clonazepam doi voi nong do thude trong huyét trong khi ding
dong thoi véi cde thude chdng co gidt (va nguge lai). nén theo doi cin than trong giai doan diu vé
dép tmg 1dm sang va sur xudt hién cua cac tic dung phu.

Duge dgng hoe trén cic doi twong dic biét

Bénh nhén suy thdan

Suy than khong anh hudng dén duge dong hoc cua clonazepam. Do d6. dua trén cac xem xét veé

dugc dong hoc, ¢6 the khong can diéu chinh liéu o bénh nhan suy thian. Duge lue hoe cua cac chat
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chuyén héa clonazepam tich 10y ¢6 thé xay ra. can phai xem et lai lidu lrong & nhirmg bénh nhan
nay.

Bénh nhdn suy gan

Anh hudng ctia bénh gan déi véi duoc dong hoc cua clonazepam chua duge nghién ciu. Tuy
nhién, do clonazepam chi duge chuyén héa duy nhét & gan, duge dong hoc cua clonazepam du
kién s& bj anh huong trén co s¢ 1y thuyét.

Bénh nhdn lom i

Dugce dong hoc cua clonazepam o nguoi cao tudi chua duge xace dinh.

Tre so sinh

Méc du thoi gian ban thai (41.9 + 29.8 gity) va dd thanh thai o tre so sinh duge diéu trj trude bing
phenobarbital ¢6 cling lugng nhu duoe bao cio o ngudi [6n khong duoe diéu tri trude. tuy nhién
tudi sau khi sinh anh huong dén do thanh thai cua clonazepam trong dicu Kién binh thudng.

15. Quy cich dong goi: Hop S vi x 10 vién.

16. Didu kién bao quin, han dung, tiéu chuin chit lugng cua thude:

Pi¢u kién bio quin: Bao quan noi khé mat. o nhiét dé dudi 30°C, tranh danh sang.

Han dung: 24 thang ké tir ngay san xudt.

Tiéu chuin chat lwgng cia thude: USP

17. Tén, dia chi co so' san xuiit thude:
The ACME Laboratories Ltd.

Dia chi: Dhulivita. Dhamrai. Dhaka. Bangladesh



