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140 x 200 mm

Hudng din sif dyng thudc

Doc k§ huéng din sif dyng trudc khi st dyng

Rx Thudc bdn theo ddn

Trimibelin 10

Vién nén bao phim

Thanh phén

- Hoat chét: Amitriptylin hydroclorid 10 mg.

- Td duge: Avicel M102, Natri croscarmellose, Prejel PAS,
Aerosil, Magnesi stearat, HPMC 615, HPMC 606, PEG 6000,
Tale, Titan dioxyd, Mau xanh 14 cay (fast green), Mau vang
tartrazin.

Dugc Iyc hoc

- Amitriptylin Ia thudc chdng trém cam ba vong, lam gidm lo &u
vacétac dyng an thin,

- Co ché téc dyng clia Amitriptylin 1& Uc ché tal thu héi cdc
monoamin, serolonin v noradrenalin & cic ndron
monoaminergic. Tac dyng tal thu hél noradrenalin dugc coi la
cdlién quan dén 14c dyng chéng trdm cam cla thudc.

- Amitriptylin cing c6 tdc dyng khang chalinergic & cé thin kinh
trung Udng va ngoai vi.

Dugc ddng hoc

- Hép thu: Amitriptylin hdp thu nhanh chéng va hoan toan sau
khi udng 30 — 60 phdit, dat ndng dd dinh trong huyét ludng
khodng 6 gid sau khiudng.

Phéin bd: Amilriptylin phan b8 rdng khip co thd va lidn két
nhiéu vdi protein huy&t tudng v md. Amitriptylin qua dugc
nhau thai va phan b& vao slila me,

- Chuyén hda: Amitriptylin duge chuyén héa I4n ddu qua gan
bling c&ch khir N — metyl bdi cylochrom P450 isoenzym
CYP3A4, CYP2C9 va CYP2D6 thanh chit chuyén héa cé
hoat tinh nortriptylin. Amitriptylin ¢ing dugc chuyén héa qua
con dudng hydroxyl héa bdi CYP2D6 va N—oxy héa,

- Thdl trir: Vi lidu thong thuding, 30 — 50% thudc dao thai trong
vdng 24 gid. Trén thyc 1&, toan b liu thudc dao thai dudi
dang céc chit chuyén héa lién hgp glucuronid hoic sulfat,
Mt lugng rit nhd Amitriptylin & dang khang chuyén héa dugc
dao thal qua nudc tidu, Thai gian ban thal cia Amitriptylin
khodng tir 9 d&n 36 gid. Amitriptylin khdng gay nghién.

Chldinh

- Diéu trf tr8m cim, dic bidt tr&m cAm ndi sinh (loan tAm thin
hung trm cam). Thubc c6 Nt tc dyng A8l véi trdm cidm phan
ung.

- Didutri chon loc mdt s6 truding hgp dai dém ban dém & tré em
I6n (sau khi d3 loal bd bi&n chung thyc thé dudng tiét nigu
biing c4c thi nghigm thich hgp).

- Dau day thén kinh.

Liéulugng va céch ding
Liéu ding thay déi tdy theo a4 tdl, tinh trang clia bénh va dédp
Ung didu trj.

Dléutr]tirém cdm:

Noudtign;

- Lidu khdl déu: 25 — 100 mg/ngdy, chia 1am 3 - 4 [&n/ngay;
hodic diing liéu dan 50— 100 mg trudc khi di ngd,

- Liéu duy Irk: 25 - 150 mg/ngdy, ding li§u don hosic chia lam 3
— 4 Iin/ngay. M9t 53 It bdnh nhan diéu tr tal bénh vién cé thd
céinliéu caol&n d&n 300 mg/ngay.

Iréem:
- Dudl 12 wél: Khéng nén ding thuic (do thi§u kinh nghiém).
12 - 18 wdk: Liéu ban dfu: 10 mg/4n x 3 I&n/ngdy va 20 mg
IGc di ngl. Cén thidt cé thé tang dén liéu, tuy nhign lléu thuding
khéng vugt qué 100 mg/ngay.

.

Naudigia;

Lidu ban d4u: 10 mg/dn x 3 14n/ngay va 20 mg lic dingl. Cén

thiétcé thé tang lidu dén.

Luuy:

Lidu nén dugc tadng mdt céch tir t. Lidu tang dugc uu tién

ding budl chiéu hoXc budi 131, B&i véi nhiing bénh nhan ding

liéu cao cén phal thuding xuyén theo ddl ECG, huyét &p va
nhjptim,

Téc dyng gidl lo &u va an th&n xudl hign r&t nhanh, tdc dyng

chéng trdm cim c6 thé cé trong véng 3 - 4 tusin didu trf, thim

chi nhiéu 1uin sau mdi thdy. Phai ti&p tyc didu 1] trong théi

glan dai dé c6 thé dénh gid k&t qua, thuding It nhat 3tu&in. N&u

tinh trang bé&nh nhan khang ci thién trong vang 1 thdng, ¢in

di khdm béc sTchuyén khoa.

- Khi ¢4 dat tac dyng ddy dU va tinh trang bénh nhan da dugc

cdi thidn, nén glam liéu xudng dén liu th&p nhat cé thé dugc

dé duy trl tac dyng. Ti8p tyc didu trj duy trl 3 thdng holic lau
hdn dé gidm khd néing tél phat.

Ngifng diéu 1rj cdn thyc hién dén ting budc va theo ddi chit

ch@ vicd nguy cd tdi phat.

24l ddm ban dém & tré Ién:

Liéu ggiy:

Tré 6-10tudi: 10-20 mg, u8ng 30 phiittrudc khi di ngd.

Tré em trén 11 tudi: 25 - 50 mg, udng 30 phit trudc khi di ngd.

Bidu tr| khdng dugc kéo dai qud 3 thang.

Dléu tr|dau ddy thdn kinh:

Udng, ngudi 1dn va tré em < 12 wéi; D&u tidn udng 10 mg vao

budi &, ting d&n n&u cén tdi khodng 75 mg hang ngay.

Chéng chl dinh

- M3n cdm véic4c thanh phén clia thude.

- Ding ddng thdi véi cdc chit dc ché monoamin oxydase
(IMAO).

- Glai doan hél phyc ngay sau cdn nhéi méu co tim cdp, suy tim
sung huyét cép.

= MNgudidang vén hanh tau xe, mdy méc.

Thintrong

- Bong kinh khang kidm soat dugc, bl tidu tién va phl dal tuyén
tién 1ig1, suy gidm chic n3ing gan, t&ng nhan 4p géc déng,
bénh tim mach, ngudi gia, tién s co giat, rdl loan tao mdu,
bénh cudng gidp hodic dang diéu tr| vdi cac thudc tuyén giép.
Bénh nhan d& didu tr] vdl cdc thudc dc ché monoamin
oxydase, phal ngifng ding thudc nay it nh&t 14 ngay méi dugc
bét d&u didu trj bAing Amitriptylin,

- Dung céc thudc chdng trdm cim 3 vang cling véi cdc thudc
khang cholinergic ¢6 thé 1am ting tic dyng khéng
cholinergic.

- Bénh nhan cao tudl bj sa st trl Wwé va tdn thuang ndo cé
khuynh huéng phén ung khédng cholinergic han ngudl trung
nién, vl vy cdn ding lidu th&p hon,

- Nangldm li6u tir tir & gldm nguy cd hdl chdng cal thube.

- Nguy co ty tir vin con trong qué trinh diéu tr] cho d&n khi b§nh
dathuyén gidm.

.

Pé thubc xa tdm tay clia tré em
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140 x 200 mm

Huéng dan sif dyng thudc

Doc k§ huéng din sif dyng trudc khi sif dyng

- Viéc diéu trj tr&m cam kém theo tAm than phin liét phél ludn
phdi hop vdi céc thudc an thin kinh vl c4c thudc chdng trdm
cam 3 vang c61hé 1am cho céc trigu ching loan thin niing han,

- @ bénh nhan hung —trm cém, t3ng nguy cd xay ra va kéo dai
gial doan hung cam. D&i véi bénh nhan ddng kinh, cén didu trj
chdng ddng kinh mdt cdch phit hgp d& ba trif cho nguy cdtang
controng qué trinh diéu trj.

- Nguy co gy ngli cé thé gay ratal nan trong khilao ddng, I4i xe...

- Nhay cdm rugu c6 thé gia tang trong khi diéu trj. Nguy cc ting
nhan &p c&p tinh c6 thé xdy ra. Nguy co sdu rang I bién
chifng théng thuding khi diéu trj thai gian dal.

Tdcdyng phy
Céc t4c dyng phy chd y&u bidu hién tic dyng khéng
cholinergic cia thudc, thudng duge kidm sodt bAng cach gidm
li€u. C4c tac dyng phy thuding gp bao gém:

- An thdn qua muc, mdt dinh huéng, ra m& hdi, tang thém an,
chéng mit, dau diu,

- Nhiptim nhanh, dénh trng nguc, thay ddi dién tam dé (séng T
det hofic ddo ngugc), bidc nhithat, ha huy&t 4p thd dung.

- Giamtinh dyc, lidtduong.

- Budn ndn, tdo bén, khd miéng, thay d8i vj giac.

- Thé&nkinh m&t diéu van,

- M&mit, khé diéu tiét, gian déng 1,

Tudng téc vai cdc thudc khéc va cdc dang tudng tdc khéc

- Tudng téc giita céc thudc chdng trdm cAm 3 vdng vdi chit dc
ch& monoamin oxidase 14 tudng t4c cé tiém nang gay nguy cd
1 vong.

- Phé&l hgp véi phenothlazin gay t&ng nguy cd I&n cdn ddng
kinh,

- Vicéc thudc chdng trdm cim 3 vong Uc ch& enzym gan, n&u
phdi hgp véi cac thude chding ddng, ¢6 nguy cd 1ang tic dyng
ch&ng déng lén hon 300%.

- Cé&c hormon sinh dyc, thu&c ngifa thai uéng 1am tang sinh kha
dyng cla cdc thudc chdng trém cadm 3 véng.

- Khi diing physostigmin d& d4o ngugc tac dyng clia cdc thufic
chéng trAm cim 3 véng trén hé théan kinh trung udng (didu tr
10 1&n, hoang tu#ing, hdn mé) cé thé gay bidc tim, r&iloan din
truyén xung d9ng, gay loan nhip.

- Vdi levodopa, 14c dyng khédng cholinergic cla céc thudc
chdng trdm cam c6 thé 1am da day t8ng thuc &n cham, do 86
Iam gi&m sinh kha dyng cia levodopa.

- Cimetidin tc ch& chuyén héa céc thudc chdng trdm cam 3
vong, IAm tang néng dp céc thuSic nay trong mau cé thé din
dénngd dic.

- Clonidin, guanethidin ho3c guanadrel bj gidm t4c dyng ha
huyé&l &p khl st dyng déng thdl véi cdc thudic chdng trdm cadm
3vdng.

- Sl dyng déng thdi vdi céc thudc chdng trdm cdm 3 véng va
céc thuéc cuding giao cam lam ting téc dyng trén tim mach ¢
thé din d&n loan nhip, nhip nhanh, ting huy&t 4p ning holc
sdtcao.

- Lamténgtac dong cla rugu, barbitural,

Sitdyng cho phynlcé thal va cho con bu

- Thdl ky mang thal: Amiltriptylin qua dugc nhau thai vao thai
nhi. Amitriptylin gy an th&n va bitiéu tién & trd sd sinh. T8¢ dd
glam céc triéu chung tif vai ngay dén val tuén phy thudc vao
t8c dd gldm ndng dd thudc & tré sd sinh. V1 vy trong ba thdng

cudl thal ky, Amitriptylin chl duge ding vél chl dinh nghiém
ngét, cin c&n nhéc Igi ich clia ngudi me va nguy cd cho thal
nhi,

= Thdl ky cho con bu: Amitriptylin bai tiét vao sla me vél lugng
6 thé &nh hudng dédng ké cho tré em & liéu didu tri, Khéng
nén diing Amitriptylin trong thdi ky cho con bu. N&u thdy qua
cén thigt cho ngudi me, nén ngifng cho con bu trong théi gian
ngudime dung thudc.

Qudé l18u va céch xdrtrl

- Trliguchung:ngl ga, 14 13n, co giat (ddng kinh), mat tap trung,
glan déng iU, nhip tim nhanh, cham ho#c b&t thudng, o gi4c,
kich ddng, thd ndng, khé thd, y&u, mét, ndn,

- Xdrari:chi y&u 14 didu trj tridu ching va hd trg, bao gém rita da
day bling than hoat dudi dang bin nhidu 1&n; duy trl chifc
néng hd hip, tuin hodn va than nhigt; theo ddl chuc ning tim
mach, ghi dién tdm d8 (It nh&t 5 ngay); diéu trj loan nhip bling
lidocain, kifm héa mdu t4i pH 7.4 — 7.5 bing natri
hydrocarbonat tiém finh mach; x{ trf co glat béng cach ding
diazepam, paraldehyd, phenytoin ho3c cho hit thuc mé aé
kiém soét co giat.

Téc ddng cla thudc khivan hanh tau xe, mdy méc
Vithu8c cé t4c dyng an thén, cé thd gay hoa mét, chéng mat
nén khang dung thudc khi van hanh tu xe, mdy méc.

Trinh bay
Hdp 04 vl x 15 vién nén bao phim. VIb&m Al-PVC trong.

Hop 07 vix 15 vién nén bao phim. VIbdm Al-PVC trong.

Bao quén: Noi khd, duéi 30°C.

Tiéuchuén: Tigu chudncasd.

Han diing: 36 thdng (k& 1 ngay san xu&t).

Luuy
Thudc nay chi ding theo ddn clia béc si.

Khéng ding thudc qué l1éu chl djnh.

Khéng diing thudc qué han ding ghl trén baobl.

Théng béo cho béc sTnhing tdc dyng khéng mong mudn
g&p phéi khi st dyng thude.

N&u céin thém théng tin xin hdl ¥ ki&n béc sT.
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Dé thudc xa tdm tay cla tré em
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