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Amitriptyline hydrochloride 10 mg
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Composition

Amitriptyline hydrochloride ... ... T i 10 mg
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Side effects and other precautions: Read carafully the enclosed leafiet.

Manufacturer's specification.
Store in a dry place, below 30°C. Protect from light.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS BEFORE USE!
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Théhgtin thude danh ¢ho'bénh nhan
AMILAVIL 10 mg

Thude nay chi ding theo dom ciia bicsi.

Dé xa thm tay tré em.

Poc k§ hwdmg din sir dyng trde khi dimg.

Thing bio ngay cho bic s hofic dwge si nhimg tic dung
khéng mong mudn gip phii khi sir dyng thubc.

THANH PHAN, HAM LUQNG CUATHUOC

- Duyechdt: Amitriptylin hydroclorid 10 mg, )

- Td dwge: Avicel M102, natri croscarmellose, tinh bt tién
gelatin hoa, aerosil, magnesi stearat, HPMC 615, HPMC 606,
PEG 6000, talc, titan dioxyd, mau xanh 14 cdy (fast green), mau
vang tartrazin,

MO TASANPHAM .
Vién nén tron, bao phim mau xanh la cdy, hai mét 10, canh va
thanh vién lanh 1an.

QUY CACHDPONG GOI
Hop 04 vi x 15 vién nén bao phim. Vi bdm Al - PVC trong,
Hop 10 vi x 15 vién nén bao phim. Vi bam Al—PVC trong.

THUOCDUNG CHO BENH G
Amilavil 10 mg chira dugc chat amitriptylin thugc nhom thude
chéng trdm cam ba vong, Céc thubc nhom nay lam thay dbi
lugng chit hoa hoc trong ndo, lam gidm tri¢u chimg cia bénh
tréim cam. Amilavil 10 mg dugec sirdung dé:

- Diéutri triéu chimg ciia bénh trim cam.

- Diéutri déi dam ban dém & tré em > 6 tuoi.

NENDUNG THUOC NAY NHU THENAO
Luén sir dung Amilavil 10 mg theo ding hudng din cia bac st
hoc duge si. Kiém tra lai véi béc s hodic duoe sTnéu ban khéng
chic chiin vé cach ding thude.

Li¢ulrgng

- Diéutri tram cam: i E

+ Nguwoi Iom: Liéu khéi dau la 50 — 75 mg/ngdy, co thé chia lam
nhiéu liéunhé hodc sirdung 1 1n duy nhit treée khi di ngd. Licu
c6 thé tang dén 150 — 200 mg/ngay theo huéng din ciia bac si.
Strdung liéu duy tri 50— 100 mg/ngay véao budi ti dé tranh nguy
cortai phat. _

+ Tréem duwoi 12 tuoi: Khong duoc sirdyng Amilavil 10 mg.

+ Thiéu nién {tré tir 12 tudi tr¢ 1én) va nguoi cao tuoi: 25 — 50
mg/ngay, c6 thé chia lam nhiéu liéu nho hodc sirdung | lan duy
nhat trude khi di ngl. Lieu duy tri 25— 50 mg/ngay.

- Diéutri dai dém ¢ tré em tic 6 tuoi tro lén:

+ Tré6- 10 udi; 10-20 mg/ngay, udng truére khi di ngi

+ Tré 11— 16 tudi: 25— 50 mg/ngay, ubng trwde khi dingu.

+ Tré auwdi 6 tusi;: Khong duoc sirdung Amilavil 10 mg.

Cichdiing

- Uéng thubc véi mét coe nude. ]

- Trong 4 tuin khéi dAu diéu tri, ban c6 thé khong nhin thiy dugc
sir cdi thién cac triéu chimg ciia bénh.

- Khéng duc tur ¥ ngimg str dung thuéc ma khéng c6 ¥ kién cua
béc si vi ban ¢6 thé glp cac tac dung khdng mong mubn khi
ngimg sirdung thude (trigu chimg ngumg thuéc).

KHINAO KHONG NEN DUNG THUOCNAY

- Dj (g véi amitriptylin, cac thudc chéng trim cam ba véng khéc
hoic bat ky thanh phén nio cta thubc.

- Ban c6 cac bénh vé tim nhu loan nhip tim, nghén tim (block
tim), suy tim, bénh dong mach vanh hodic v
méu co tim gan diy.

- Humng cam (12 bénh mé ban ma doi khi c6 suy n
hanh déng ctia ban hung phin hodc ting qua mirc).

- Banmic bénh gan ning. ;

- Bandang strdung thudc irc ché monoamin oxidase (MAO) hodc
ban da sir dung thudc nay trong vong 14 ngay dé dicu tri tram

p phai connhoi

(

cém trurde khi bt dAu sirdung Amilavil 10 mg.

- Phunirdang cho conbu.

- Tréemdudi 6 tudi.

TACDUYNG KHONG MONG MUON
Gibng nhur tat ca cac thube khac, Amilavil 10 mg ¢6 thé gy ra
mét s0 tac dung khéng mong mudn, mic du khong phai bénh
nhén ndo cling gip phai.

Nging sit dung thudc vithong bdo cho bde singay Iip tiec néu:

- €0 cac phén (mg di img trén da nhu phat ban, ngira, nhay cim
v&i anh sang, sung phéng mit, lui. Trong mdt s6 truémg hop ¢6
thé gly kho th, ther dbe, khé nubt, sbe, ngat xiu.

- Cé céc tac ddng nghiém trong trén méu, nhu ha ndng d§ natri
trong mau, Cac déu hiéu ha natri méu c6 thé bao gbm sbt, ém
lanh, dau hong, loét miéng hodic cb hong, thuomg xuyén c6 cam
gidc métmoi, chdy mau hofic thdm tim bat thudng,

- Suy tity xuong hoic giam sb luong céc té bao mau (ban c6 thé
gip phai dau hong, loét miéng, nhiém khuén tai phat, d& chay
mdau hodc thiim tim).

- Coynghitytir,

- Cac tac ddng khang cholinergic nhur khdé miéng, sbt, tho ban,
nhin md, nhin ddi, kho hoic giam kha nang kiém soat khi di tiéu,
gidn ddng tir (ctia mét), ting nhan ap, thc rudt.

- Dbétquy.

- Viém gan.

Thing bdo cho bdc sT. néu ban g{ip phai cdc trigu chitng sau:

- Thudng gdp (co thé anh huong 1 — 10 ngudi trong 100 nguwdi);
Kéo déii khodng QT (bét thudmg vé tim duge thé hién trén dién
tam da).

- Khong ré tan sudt (khong dénh gi diege khé néing xdy ra tic di
ligusan co): )

+ Xudthién cac ndt ban mau do tia trén da (ban xufit huyét),

+ Roi logn chirc ning sinh duc, vii to & dan éng, sung tinh hoan,
ting tiét sita, thay d6i lugng duomg trong mau, ting cam %’iac

thém an, ting cén, giam bai tiét hormon ADH (hormon chong

loi niéu) gy di tiéu thuomg xuyén.

Chéng mit, mét moi, budn ngu, om yéu, dau déu, kho tép trung,

1 1dn, kho ngt, 4c mong, hung cdm nhe, ting dong, do gidc,

hoang tudng, lo &u, phan khich, miét dinh huc’mﬁ. bdn chén, t?);l

thuong thin kinh, cam gidc kién bé trén da, mét diéu phéi, mét

kha ning kiém sodt vin dong, nhip tim nhanh, danh trong ngurc,
nhoi mau co tim, nhip tim cham hodc khéng déu, ha huyét ap

niing, thay déi dién tim dd. N

+ Budn ndn, ndn mira, tiéu chay, roi loan vi gidc, viém méang nhiy
trong miéng, sumg phi tuyén nudc bot, dau bung, ludi den, chan
an.

+ Thay dbi chirc néing gan (thé hién qua xét nghiém mau), ving da.

Tang do md hoi, rung 16, O tai, di tiéu thuong xuyén. Tang nguy

co giy xuong di duge bdo cdo & bénh nhin sir dung loai thude

nay.

- Cdc tri¢u chimg khi ngimg thude: Mét moi, suy nhuge, dau déu,

10i loan gidc mo va giac ngu, kich dong, bén chdn. Hung cam

hodc humg cam nhe co thé xédy ra trong vong 2 — 7 ngiy khi
ngimg sir dung thude.

Khi sir dung thudc dé diéu tri dai dim & tré em, c6 thé gay buén

ngu, dd mo héi nhe, ngira, thay doi hanh vi va cac tac dgng

khang cholinergic.

NEN TRANH NHUNG THUOC HOAC THYC PHAM Gi
KHIDANG SUDING THUOCNAY

Théng bao cho béc si hoic duge si cac thudc ban dang sir dung
hoic mai sir dung gén ddy, vi Amilavil 10 mg c6 thé anh hudng
n tac dung cuia thube khac va ngugc lai néu sir dung ddng thei,
diicbiét1a cac thube sau:
- Altretamin (diéu g mo!

+

+

- Apraclonidinvab i€14 411 tAng nhan ap).
- Baclofen(thuoc gidin L
- Disulfiram (diutri nghién

Thube giam dau nhu nefopam, tramadol, codein,
dihydrocodein.

Thube didu trj cac bénh vé tim nhu amiodaron, diltiazem,
disopyramid, procainamid, propafenon, quinidin, sotalol,
ve il.

Thudc diéu tri dau thit ngyc (glyceryl trinitrat hodic isosorbid
dinitrat).

Rifampicin hodic linezolid (diéu trj nhiém khué‘n), fluconazol
(diéu tri nhiém ndm).

Carbamazepin hodic phenobarbital (diéu tri dong kinh).
Terfenadin (diéutri dj img hoiic di img theo mia).
Methylphenidat (diéu tri thifu tp trung hodc rbi loan ting
ding).

Thude didu tri ting huyét éP nhur ‘guanethidin. debrisoquin,
bethanidin, clonidin hofic thudc loi ticu.

Thube diéu trj cac bénh vé thin kinh nhu clozapin, pimozid,
thioridazin clopromazin, haloperidol, procloperazin, sulpirid.
Cimetidin (thude diéu trj loét).

Thudc ngw, giam lo du. .

Entecapon hodc selegilin (diéu tri bénh Parkinson).

Thubc tranh thai dudmg udng.

Sibutramin (giam thém in).

Thubc kich thich thdn kinh giao cam nhu adrenalin
(epinephrin), ephedrin, isoprenalin, noradrenalin
(norepinephrin), phenylephrin va phenylpropanolamin (c6
trong nhiéu thue diéu tr ho, cam lanh).

Ritonavir (thube diéu tri HIV).

Thudc gay mé (ding trong phiu thuit).

Thube khang cholinergic (atropin, benzatropin, dicyclomin
hodic doxyamin).

Céc thube chdng trdm cam khc.

Khéng uong reou khi dang sirdung Amilavil 10 mg,.

CAN LAM Gi KHIMQT LAN QUEN DUNG THUOC

Trong tnuromg hop quén uén]g thuoe, uong ngay sau khi ban nho
ra, Néu théi diém nho ra gan véi thoi diem uong liéu tigp theo,
b qua lidu da guén va udng liu tiép theo nhur thudmg 1&.

Khéng duoe udng gip doi lidu dé bu cho lidu da quén.

CAN BAO QUAN THUOC NAYNHU THE NAO

Béo quan noi kho, dudi 30°C, tranh anh sang.

Khong sir dung thuoe sau khi het han sir dung dugc ghi trén hop
thuoc hay vi thuoe.

Khdng nén virt bé thube vao nudce thii hay réc sinh hoat. Hoi y
kién duoc sicach b thude khéng sirdung nira. Nhimg bién phap
nay s& gitip bao vé mdi truomg.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUA LIEU

Cac trigu chimg khi sir dung qua liéu co thé gdm nga ga, la lz‘ilj.,
co git, mét tép trung, gidn dong tir, nhip tim nhanh hofic bat
thudng, do gidc, kich déng, kho tha, yéu mét, non, tic rudt, kho
ditiéu,...

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYEN CAO

Trong trudng hop sir dung qua lidu, cAn thdng bao cho bac s
hodc dén bénh vién ngay ldp tic.

NHUNG DIEU CAN THAN TRQNG KHI DUNG THUOC
NAY

Ngudi cao tudi co nguy co cao gip phai cac tac dung khang
mong muén khi sir dung amitriptylin (lo &u, 14 1in, ha huyét 4p
thé dimg).

- Trong qua trinh sir dung thube, ban vin cé thé gip cc triéu

chimg tram cam, lo du, d6i khi 6 ¥ nghi tu tir. Cée triéu chimg
trén c6 thé gia ting trong giai doan dédu ding thude. Thude cén
khodng 2 tuan dé phat huy hiéu qua diéu tri, mot sd tnromg hop
¢ thé cin thin gian 14u hon. Céc thir nghiém 1dm sang cho thay

nguy co co hanh vi t tir khi sir dung thudc chéng trim 2im ba
vong cao hon & ngudi tré (dudi 25 tudi) cé cic bénh 1y vé thén
kinh. Lién lac vdi bac s hofic dén bénh vién ngay 1ap tirc néu ban
¢6 ¥ nghi tyr tir. S& rét c6 ich néu ban ké cho nguoi thin hodc ban
than vé tinh trang trdm cam hodc lo du ctia ban, d& nghi ho doc t&r
théng tin ndy. Ban ciing nén yéu céu ho thong béo vai ban khi ho
cam thdy ban bj trém cam hodc lo 4u ning hon hodc khi ho cam
thély lo ling vé céc sy thay ddi trong hanh vi ciia ban.

- Céc vin dé vé tim (nhu kéo dai khoang QT hodc rdi loan nhip
tim) da dugc bao cdo véi amitriptylin. Théng bao cho bac sinéu
ban cénhip tim chim, bénh suy tim (bénh ma tim ctia ban khéng
thé bom mau tét cho co thé), dang sir dung céc thude ¢ thé anh
hudng dén tim mach, ndng do kali hofic magnesi trong mau
thap, nf)ngdé kali trong mau cao.

- Ché phim Amilavil 10 mg c6 chira t4 duge tao mau tartrazin, c6
nguy co gy ting cic phan img di img.

- Phy nir mang thai: Thudc co thé qua dugc nhau thai. Kinh
nghiém sir dung amitriptylin & phu nit mang thai con han ché.
Nghién ciru trén dong vit da cho thiy tic dong giy hai dén thai
nhi khi sir dung liéu cao. Cé thé xay ra céc triéu chimg ngumg
thubc & tré c6 me sir dung amitriptylin trong 3 thang cudi thai
ky. Vi v‘ﬁf khong sirdung Amilavil 10 mg trong 3 thing dau va 3
thang cudi thai ky. Tham khdo y kién bac s néu ban dang mang
thai, nghf rdng minh mang thai hofic c6 ké hoach mang thai.

- Phy nir cho con bii: Thuée duge tiét vao sira me vai luong co
thé giy hai cho thai nhi. Vi viy khéng sir dung thudc néu ban
dang cho con bi. Tham khéo y kién bac si trude khi sir dung
thudc.

- Anh hwimg ciia thude dbi véi cong vige: Amilavil 10 mg co
thé géy giam kha ndng phin (mg cta ban, gidm tinh tao, chong
mit, buon ngu, nhirc dau. Céc tac dung nay cé nguy co géy tai
nan trong qué trinh l4i xe, lao dong, ... Néuban giip phai cac tac
dung khong mong muon trén, khéng dugc 141 xe, viin hanh may
moc, lam viée trén cao hodc cac trudmg hop khéc.

KHINAO CANTHAM VAN BAC ST, DUQC ST
Thong bao cho bic si trudc khi sirdung Amilavil 10 mg néuban
hodic con ban giip phai cac vin dé sau;

- C6 céc roi loan vé mau (thiéu mau, d& thdm tim, d& nhiém
khuén). . _

- Cdcdcrbi loan vé thin kinh (nhu méc chimeg tim thin phén ligt,
r6i loan ludmg cire).

- Cocacbénh vé gan hofic tim mach.

- Tiéukhé hofic phi dai tuyén tién liét

- Miic bénh cudmg giap hodic dang sir dung cac thudc diéu tri bénh
vé tuyén giap.

- Cotiénsirbidongkinh. . )

- Dang dugc diéu trj cac bénh thin kinh bing phuong phap
choang dién (ETC).

- Téngnhan ap (bénh glaucom),

- Chuin bi phiu thuft, bao gém phiu thuit ring (lién quan dén
viée sirdung thude gy té hoic gay mé).

- Ngudi cao tudi,
Néu can thém thong tin xin hoi § kién bic sihofic duwgesi.

HANDUNG )
36 thang (ke tir ngay sdn xuft).

NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG
HUONG DANSUDUNG THUOC

R .

(HASAN ]

CONG TY TNHH HASAN - DERMAPHARM
Buong s6 2, KCN Béng An, Binh Duong, Viét Nam
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AMILAVIL 10 mg

Vién nén bao phim
THANH PHAN
- Duge chiit: Amitriptylin hydroclorid 10mg "
- T dirge: Avicel M102, natri croscarmellose, tinh bt tién gelatin héa, aerosil,
magnesi stearat, HPMC 615, HPMC 606, PEG 6000, talc, titan dioxyd, miu
xanh 1& céy (fast green), mau vang tartrazin

DUQCLYCHOQC

Phin logi dugre Iy: Thudc chéng trdm cim ba vong co tac dung an thin

M ATC: NOGAAD9.

Cochéticdyng

- Amitriptylin 1 thudc ching trim cim ba vong, lam gidm lo du va c6 tic dung
an thin. Co ché thc dung ciia amitriptylin la dc ché tai thu hoi cac monoamin
(amin dom), serotonin va noradrenalin & cac noron monoaminergic. Tac dung
irc ché tai thu hdi noradrenalin va serotonin dugc coi & c6 lién quan dén tac
dyung chéng trim cam cua thude.

- Amitriptylin ciing c6 tic dung khang cholinergic & cd thin kinh trung uong va
ngogi vi.

DUGCHONG HQC

- Hip thu: Amitriptylin duoc hip thu nhanh chong va hoin toan sau khi ubng 30
— 60 phut, dat nong do dinh trong huyét twong khodng 6 gidr sau khi ubng.

- Phin bé: Amitriptylin phiin b rong khip co thé va lién két nhiéu véi protein
huyét tuong va md. Amitriptylin qua duoc nhau thai va phin bé vio sita me

- Chuyén héa: Amitriptylin duge chuyén hoa lin diu qua gan bing cach khir N
—methyl b cytochrom P450isoenzym CYP3A4, CYP2C9 va CYP2D6 thanh
chét chuyén héa co hoat tinh nortriptylin. Amitriptylin ciing duoe chuyén héa
quacon d‘u&ﬂgl:ﬁmyl hoabéi CYP2D6 va N —oxy hoa.

- Thii trir: Vi lidu thng thuimg, 30 - 50% thude duoc dio thii trong vong 24
gidr. Trén thyc té, hau hét thude duoc dao thii dudi dang cac chit chuyén hoa
lién hop glucuronid hodc sulfat. Mét lugng rit nhé amitriptylin & dang khong
chuyén hoa duoc déo thai qua nude tifu, qua mit v theo phin. Thoi gian ban
thii ciia amitriptylin khoang 9 — 50 gié. Amitriptylin khong giy nghién.

QUY CACHDPONG GOI
Hp 04 vi x 15 vién nén bao phim. Vibim Al - PVC trong,

Hp 10vi x 15 vién nén bao phim. Vi bim Al - PVC trong

CHI DINH : s :
- Diéutrj trim cam, dac biét trdm cim ndi sinh (logn thin hung trdm cim), Thudc
it tic dung déi vai cam phin img.

- Diéu tri chon loc mt s6 trutmg hop dai dim ban dém G tré > 6 rdi (sau khi da
loai b bién chimg thyrc thé dutmg tiét niéu biing cic triic nghiém thich hop)
LIEU LUQNG VA CACH DUNG

Litu lugng .
Liéu ding thay di tiy theo ddtudi, tinh trang bénh nhiin v dip img diéu tri
oy i) g

Ngueon lom:

- Liéu khéi ddu: 50 - 75 mg/ngiy, chia lam cée lidu nho hofic sir dung liéu don
vio budi ti trude khi di ngi. Co thé ting lidu 1én 150 - 200 mg/ngay theo dip
(mg lim sing, Lidu ting duoc wu tién sir dung vao budi chiéu hofic budi 1i. Tac
dung gidi lo du va an than xuat hién rit som, tic dung chéng tram cim co thé
trong vong 3 - 4 tuin diéu trj, thim chi nhiéu tidn sau mén thiy duoc. Dicu
quan trong 1 phai tiép tuc diu tr thoi gian dii dé co thé dinh gia ket qua,
thuémg it nhdt 14 3 tudn. Néu tinh trang ciia bénh nhin khong cdi thién trong
wvong 1 thing, cin xem xét lai.

- Liéuduy tri: 50— 100 mg/ngay viio budi 1&i trudc khi di ngi. Voi bénh nhin thé
trang tt, dudi 60 tudi, liéu co thé ting 1én dén 150 mg/ngay, ubng mot ldn vio
budi téi. Tuy nhién, ligu 25 — 40 mg/ngay co thé di cho mét s6 bénh nhin. Khi
da dat tac dung day di va tinh trang bénh da duoc cai thién, nén giam liéu dén
lidu thip nhdt c6 thé dé duy tri tic dung. Then gian diéu tr nén kéo dai it nhit 3
thang dé giam thiéu nguy co ti phit. Qué trinh ngimg diéu tri cin thyrc hién ddn
timg budc va theo ddi chiit ché vi conguy co téi phat
Tréem:

- Tré em < 12 whi: Do thiéu kinh nghiém, khéng nén st dung thudc d€ didu tri
trim cdm cho tré em < 12 tudi

- Thiéu nién; 25 - 50 mg/ngdy, chia lam liéu nho holc sir dung liéu duy nhit vio
budi téi. Sir dung liéu duy tri béng phin nira liu duy tri binh thuomg (25 - 50
mg/ngiy) co thé chohiéu qua diéu tri phit hop.

N cao tudi:

25 — 50 mg/ngdy, chia lim liéu nhé hodc sir dung liéu duy nhiit vio budi t6i. Sir
duyng lidu duy tri bing phin nira liéu duy tri binh thudmg (25 - 50 mg/ngay) co
thé cho hiéu qua diéu tri phi hop.

> i
Nén kiém tra dién tim 40 trudc khi khén diu diéu tr v amitriptylin dé loai trir
truémg hop mic hi chimg kéo dai khoang OT Thai gian diéu trj khdi ddu nén
kéo dai trong 3 thang, néu can thiét phai diéu tri kéo di thém, cin theo ddi mdi
3 thiang, Qué trinh tang liéu va ngirng diéu tri cAndiénratirtir,

Tré6 - 10wdi: 10- 20 mg/ngiy, ubng trude khi di ngi.
Tré 11 - 16 wdi: 25 — 50 mg/ngiy, ubng trude khi di ngii.

Cich ding

Dring dudmg ubng,

Néu lic biit diu didu tri khéng ding duge thude theo duimg ubng, €6 thé diing
theo duimg tiém bip nhung phii chuyén sang dung duémg udng ngay khi co the
dugc, lidu ding vin nhur trde,

Phi theo ddi chiit ch&, pht hién som tinh trang trim cim ting |én, xudt hién y
46 tyr sat, c6 thay ddi bat thiromg vé hanh vi, nhat 14 vao lic béit dau diéu trj hodc
mdi khi thay ddi liéu,

CHONG CHi DINH

Qué min véri amitriptylin, cac thuc chéng trim cim ba vong hoic bt ky thanh
phiin nio ciia thube.

Ngurdri c6 tién sir nhéi mau co tim, loan nhip tim, block tim, suy tim sung huyét,
suy dong mach vinh

Hung cam.

Suy gan niing

Phy nit cho conbi

Bénh nhin dang st dung cic thude irc ché monoamin oxidase (MAQ) holic vira
méi sir dung cac thude (rc ché MAO trong vang 14 ngay.

Tré em <6 tudi

THAN TRONG YA CANH BAO

Tré vi thanh nién va nguini cao tudi dung nap thubc kém. Ngudi cao wdi co
nguy co cao gip phii cac tic dung khang mong mudn khi s dung amitriptylin
(lodu, lia ldn, ha huyétap thé dimg)
Nénkh()idiudiéuﬂivﬂiiiéulhlpvéﬁngiiéun’:w Nguy co tu tir vin con
trong qué trinh diéu tri cho dén khi bénh da thuyén gidm.

Thin trong khi sir dung thudc & bénh nhin tng nhin dp goc hep, bi tidu, suy
gan, bénh loan tao mau, phi dai tuyén tién liét, co tién sir ddng kinh, bénh tim
mach (loan nhip tim, block tim), bénh cuimg giap, dang diéu tri véi cac thude
tuyén gidp hofic thudc khing cholinergic, u té bio wa crom.

Viée didu tr trdm cam kém theo tim thin phan lié phai ludn phoi hap véi cac
thuc an than vi cic thubc ching trim cam ba vong co thé lam cho céc triéu
chimg loan thin néing hon.

G bénh nhin hung - trim cim, ting nguy co xdy ra vi kéo dii giai doan hung
cim. Déi véi nguéi dong kinh, can diéu tri chdng ddng kinh mét cach phi hop
dé bu tnir cho nguy co ting con trong qué trinh dicu trj.

Nguy cogdy budn ngii cothé gy ra tai nan trong khi lao dong, 14i xe .
Nhay cim vén rugu 6 thé gia ting trong khi diéu tri. Nguy co ting nhiin 4p cip
tinh co thé xdy ra. Nguy co sdu ring 1a bién chimg thdng thuémg khi diéu tri 1au
dii.

Cac truong hop kéo dai khoang QT vi loan nhip tim di dugc bao cao, Thin
trong khi sir dung & bénh nhin co nhip tim chim, suy tim mat bi hodc bénh
nhindqusidungdcﬂmﬁckéodiikhoﬂn QT.Cicréiloandiéﬂgiii{nhuha
kali huyét, ting kali huyét, ha magnesi huyét) ciing lam ting nguy coloan nhip.
Tinh trang natri huyét (thuémg xiy ra & ngudi cao tudi va ciing c6 thé do bt
thuimg trong tiét hormon ADH) ¢ thé gap khi sir dung cac thudc ching trim
cam, thin trong & nhimg bénh nhin phat trién cac trigu chimg budn ngi, 10 1n
holc co gidttrong khi sir dung thude

Ché phim Amilavil 10 mg co chira ti duge tao mau tartrazin, co nguy co giy
ting cac phin img dj img

SUDYNG CHO PHY NI MANG THAI VA CHO CON BU

Tinh an toan cla amitriptylin trong thoi ky mang thai va cho con bi chua duge
xacdinh.

Phy nir mang thai

Amitriptylin ¢6 thé qua duge nhau thai. Kinh nghiém sir dung amitriptylin &
phu nir mang thai con han ché, cin cin nhic giita nguy co cd the xdy ra cho thai
nhi, tré so sinh holic nguéni me so vai lgi ich diéu trj cha amitriptylin. Nghién
ciru & ddng viit 4 cho thy tic dong iy hai khi sir dung thudc & liéu cuc cao. DA
6 bio cao vé tac dong giy bi tiéu, cac triéu chimg ngung thude, suy hé hip,
kich diing & tré so sinh co me sir dung amitriptylin trong thoi ky mang thai, Vi
viiy, khdng nén sir dung amitriptylin trong ba thang déu va ba thang cudi thai ky.

Phy nir cho con bi

Amitriptylin va cac chit chuyén hoa c6 hoat tinh dugc bai tiét vao sira me vdi
lugng co thé anh hudng déng ké cho tré bia me & liéu diéu tri. Clin phai quyét
dinh ngimg cho con bi hodc ngimg thude, cin nhic dya trén tim quan trong clia
thude ddi v ngudi me

ANH HUONG CUA THUOC POI VOI CONG VIEC

Amitriptylin dnh huémg ning dén kha ning lam viée, ¢6 thé giy gidm sy tinh
tdo, chong mit, budn ngu, nhire dau. Nguy co giy ngi co thé giy tai nan trong
khi lao ddng, lai xe... Bénh nhin khéng nén sir dung thude khi 1ai xe, van hanh
may moc, lam vige trén cao hodic cic truimg hop khac,

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI
TUONG TACKHAC

Rayru: Thng tic dung an thiin. .

Chet kich thich thu thé alpha 2: Trinh sit dung déng théi amitriptylin véi
apraclonidin vi brimonidin.

Altretamin: Nguy coha hi.lyelllipl'l.l'lhé ning.

Thudc gdy mé: Sir dung dong thin vén amitriptylin 1am ting nguy co loan nhip
vithahuyétap

(

Thudc giam dau: Nguy co gia ting cac tac dung khong mong mudn véi
nefopam, ddc tinh trén thin kinh trung vong ting vdi tramadol, tic djng an
thén ting véi thubc giam dau opioid.

Thude ching loan nhip: Nguy co giy loan nhip ting khi sir dung chung véi cic
thuic kéo dai khodng QT nhu amiodaron (tranh sir dung déng thi),

Thudc khang khudn: Nong 46 huyét tuong cia cac tricyclic bj gidm bii
rifampicin (gidm tac dung chéng trim cim). Sir dung déng thar véi linezolid co
médi'::dén kich thich thin kinh trung wong va ting huyét ap.

Thute kixing cholinergic: Tac dong khang cholinergic co thé bi gia thng khi
phdi hap véi thudce chong trim cam ba vong (liét tic rudt, bi tidu, glaucom ¢
tinh), dic biét & bénh nhin cao tudi. Tranh sir dung amitriptylin phéi hop voi
céc thudc khang cholinergic trong chi dinh diéu trj di dim.

Ciic thude chong tram cdm: St dung dong thér vai thude ire ché MAO din dén
kich thich thin kinh trung wrong va ting huyét dp. D cé bao cao vé con co gidt
niing vik tir vong, vi vily khdng sir dung Jzag thisi amitriptylin va chiit irc ché
MAQ. Ciin ngimg sir dung thudc (rc ché MAO ti thidu 14 ngay tneoe khi bit
diu sir dung amitriptylin, sau 86, cin sir dyng thin trong amitriptylin vé tn
liéu tir tir. Nong d§ céc tricyclic trong huyét neong bi thng béi cic chiit e ch
chon loc thu hdi serotonin. Thiin trong khi phéi hop véi reboxetin. Fluoxetin irc
ché manh CYP450 2D6 |4 enzym chuyén héa nhiéu thude chéng tram cam ba
vong, vi viy cin theo doi néng 45 trong huyét twomg v dic tinh cia
amitriptylin khi sir dung déng thér vdi fluoxetin, diéu chinh liéu néu cin thiét.
Thudc ching ding kinh: it dung ddng thin véi cac thude chdng ddng kinh co
thé lam giam ngudmg ddng kinh. Barbiturat va carbamazepin co thé lam gidm
tac ddng chong trim cam cua tricyclic.

Thudc khding ndm: Nong 46 amitriptylin trong huyét thanh ting & bénh nhén sir
dung déng thai fluconazol, lam gia ting cac tac dung khong mong mudn
nghiém trong,

Thudc khdang histamin: Ting tac ddng khang cholinergic va an thin. Tranh st
dung ddng thai voi terfenadin vi nguy coloan nhip thét.

T):rﬁu-hdrg ting hugyét dp: Amitriptylin o6 thé chiin tic ding chéng ting huyét
dp ciia cic thube chen thin kinh giao cdm hidin, debrisoquin, bethanidi
véoélhe'uia{:lmidin._‘l‘!ng nguy cor thng huyét p khi ngimg clonidin,

Thuoc ching loan then kinh: Tang nguy co loan nhip thit, Trinh sit dung dong
thai voi pimozid hodc thioridazin, Sir dung dong thai véi thude chong loan thin
kinh cé thé lim tang ndng 43 huyet nrong cia thude ching trim cam ba vong va
tang tic ddng khang cholinergic cila phenothiazin va ¢6 thé cia clozapi

Thude khdng virus: Dua theo chuyén hoa ciia amitriptylin, cac chit ac ché
chuyén hoa protease, ritonavir co thé ting ndng 49 huyét thanh cia
amitriptylin. Vi vy cin theo ddi chit ché tr liéu vi cac thc dung khéng mong
muon khi sir dung dong thai,

Thudc ngai, giam lo du: Lam ting tic ddng an thin. -

Thudc chen beta: Tang nguy co loan nhip that khi sit dung ddng thési véi sotalol.
Thudc chen calei: Diltiazem vé verapamil cé thé lam ting nong d huyét urong
clia amitriptylin

Disulfiram: Sir dung déng thivi voi disulfiram c6 thé irc ché chuyén hoa ciia cie
tricyclic. Tinh trang mé sang 48 duoc bao cao & nhimg bénh nhin sit dung dong
théri amitriptylin va disulfiram

Thuack feri tiéu: Thng nguy co hg huyét ap t thé,

Dapaminergic: Trinh sit dung ddng thoi amitriptylin vdi entacapon. Cac doc
tinh trén thitn kinh trung wong 43 duoc bio céo véi selegilin,

Thudc gidn co: Sir dung dbng thir véi baclofen lim tng tic ddng gidin co.
Nitrat: Giam hiéu qua ctia cac nitrat ngdm dudi ludi (dolim khdmiéng)
Estrogen va progesteron: Cac thube trinh thai duomg udng 1am ddi khang tac
ding chong trim cim nhung lam ting tic dung phu do lim ting ndng dé trong
huyet wrong cia cic tricyclic.

Stbutramin: Tranh sir dung dong thi do ting nguy co gy doc 1én hé thin kinh
trung uomg,

Chet kich thich than kinh gigo cam: Khéng nén sir dung déng théi amitriptylin
vdi cic chit kich thich thin kinh giao cim nhu adrenalin, ephedrin,
isoprenali d lin, phenylephrin, phenylprog lamin do nguy co ting
huyét ap va loan nhip tim. An todn khi giy té tai chd véi adrenalin.
Methylphenidat co thé irc ché chuyén hoa cia cac tricyclic va do do lim ting
tic dng chong trim cdm ciia amitriptylin. .

Thudc lam lank vét loét: Cimetidin irc ché chuyén hda nén lam ting ndng d6
amitriptylin trong huyét twong.

TAC DYNG KHONG MONG MUON

Amitriptylin noi chung duge dung nap tot Khong phai tit ci cac tac dung
khdng mong mudn dugc liét ké dudi diy déu dupc bio cao vai amitriptylin ma
con bao cia céc thuoe cb tic dung dugc 1§ wong i amitriptylin. Hidu qua

diu diéu tri, vi vily cin theo d6i chit ché bénh nhin trong giai doannay,
Cic phan (mg c6 hai chi yéu biéu hién tac dung khang cholinergic ciia thude.
Cégc tac dung niy thutmg duoc kiém sodt bing giam liéu, Phin img ¢6 hai hay
gdp nhit 14 an thin qud mirc (20%) v rdi loan didu tiér (10%)

Phin (mg c6 hai va phin img phu nguy hiém nhét lién quan dén hé tim mach va
nguy o co gidt. Téc dung gdy loan nhip tim gidng kiéu quinidin, lim chim din
truyén va giy cobop. Phin img qua min cling co thé xay ra.

Cac tic dung khéng mong mudn duoc phin nhom theo tin sudt: it thuong glip
(ADR = 1/10), thutmg gap (1/100 < ADR < 1/10), it gip (1/1000 < ADR <
1/100), hiém gip (1/10000 <ADR < 1/1000) vi rit hiém gip (ADR < 1/10000),

khdng rd tin sudt (khong danh gia duoc tin sudt tir cac dir ligu sin ca).
Meue vet g bach huyé: Suy tiry xuong, milt bach cdu hat, ting bach cdu ra acid,
gidm bach céu, gidm tiéu cdu, ban xuat huyét (khong rd tan suit).

Néi tiét: Viito & din dng, sung tinh hoan, ting tiét sita, i loan chire niing tinh
duc, gidm bai tiét ADH (khéng rd tin suit),

Chuyén hda va dign gidi: Ting holic gidm lugmg dutmg trong mau, ting thém
in, ting cin (khong rd tin sudt).

Thdn kinh: Chéng mit, mét méi, budn ngi, dm yéu, kho tip trung, mét dinh
hudmg, trang thai 1 13n, mit ngd, dc mong, do gike, hung cim nhe, kich thich,
lo i, bin chdn, bénh thiin kinh ngoai bién, t& cong, cim gidc ngira ran vi dj
cam & cic chi, mat diéu phdi, run, co gift, thay déi dién tim dd, triéu chimg
ngoai :I;g. 4 tai; €6 y nghi va hanh vi ty 6, tic dong khing cholinergic (kho
miéng, sit cao, nhin mé, kho diéu tié, ting nhiin dp, gilin dong ul, tho bon, liét
rugt, b tiéu, gidn niéu quan) (khong rdtin sudt).

Tim: Khoing QT kéo dii (thuimg wip),

Mach: Ha huyeét ap thé dimg, ting huyét ap, logn nhip tim, nhip tim nhanh, nhéi
miéu co tim, nghén tim, 43t quy, ha huyét ap nfing khi qué liéu holic sir dung lidu
cao (khéng rd tin sud). )

Tiéw hoa: Phi ludi (phin img di img), ndn mira, budn nén, tiéu chay, dau
thugng vi, chin iin, roi loan vi gidc, viém da day, viém tuyén mang tai, ludi den
(khdng rd tin sui).

Gian mait: Viém gan, thay ddi chirc ning gan, ving da (khéng rd tin sudt).

Da va mdé di da: Phin (mg di img gom ban da, may day, nhay cim véi nh
sang, phit mit, thng 46 mé hdi, rung toc (khdng rd thn suét)

Thain vei tiét nigu: Tiéu thuimg xuyén (khang 10 tin sudt).

Cic nghién ciru dich 1& hoc cho thiy ting nguy co giy xuang & bénh nhin dang
sir dung thudic irc ché tai thu héi chon loc serotonin hodc thude chong trdm cam
ba vang, co ché chua duge biét rd. Ngimg sir dung thude dét ngdt sau qui trinh
diu tri kéo dii co thé gay bubn ndn, dau diu, suy nhuge. Ngimg sir dung thude
diin diin ¢ thé gy cac triéu chimg thodng qua nhur ri loan gidc ngi v gide mo,
kich déng, bdn chon trong 2 tudn déu giam lidu. Hung cam hodc hung cim nhe
cathé xiy ra trong vong 2 - 7 ngdy khi ngimg sir dung thudc nhom chéng tram
cdm bavong e, 3

Do sir dung vai lieu thap nén cac tic dung khng mong mudn it xdy ra hom khi
diéu tri dai dim dém & tré em, thuimg gip mﬂ.aﬁn ngi va cac tic ding
khang cholinergic, ngodi ra c6 thé dd md hdi nhe, ngira, thay déi hanh vi

QUA LIEU VA CACH XU TRI
Triguchimg

Cac ri¢u chimg thutmg g#p bao gbm ngil ga, 1i 1in, co gidt (4dng kinh), mit tip
trung, gifin dong ur, nhip tim nhanh, chdm hofic bat thuémg, do giac, kich dong,
thirndng, kho tha, yéu, mét, nén,

Cich xirtri

Khdng co bién phap dic hidu trong didu tri qué lidu amitriptylin 1

Bénh nhin cdn duoc nhip vién, chi yéu la diéu td triéu chimg va hd trg, bao
gém rira da day bing than hoat dudi dang bin nhieu l&n; duy i chirc ning ho
ha?. tuiin hodn vii thiin nhiét, theo ddi chirc ning tim mach, ghi dién tim do (it
nhdt 5 ngay), diéu tri loan nhip bing lidocain, kiém hoa mau i pH 7,4 - 7,5
bing natri hydrocarbonat tiém finh mach, xir tri co gidt biing cach ding
diazepam, lorazepam theo dutmg tinh mach, khdng sir dung phenytoin vi lam
ting nguy co loan nhip tim

Tham phiin mang bung, loc mau, lgi nigu khong co tac dung trong xir ti ngd
déc thude chong trim cim ba vong,

Viii ngay sau khi co vé hdi phyc c6 thé xuiit hién cic hii ching ning nhu mé
sing, laldn, gidy giva, hoang tuémg, mit y thirc, co gidt, rung gidt co, ting phin
xa, gidm thin nhiét, ha huyét ap, suy hd hip va tim mach, loan nhip tim ning co
thé gy nguy hiém dén tinh mang, Can theo ddi vi xir tri kip thor

LUUY

BAO QUAN
HAN DUNG
TIEU CHUAN

NGAYXEMXETSUAE

diéu trj chéng trdm cam cia amitriptylin ¢ thé chua 1 rang trong 2 - 4 nﬁ:\g"mm”m

Khéng dimg thube qua lidu chi dinh.

Khing ding thube qui hgn diing ghi trén bao bi.
D¢ xa tim tay tré em.

Doc k hwrdmg dén sir dyng tririve khi diing,

Nari khd, dudi 30°C. Tranh dnh sing
36 thiing (ké ur ngdy sin xility, ~ g

Tiéu chudn cosd.
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