Rx Thudc nay chi ding theo don thuic

TEPERINEP 25 mg

Xin doc kv hiromg dan trweire khi sie dung
De thuoc xa tam tay tré em

Thanh phin: Mdi vién nén bao phim chin

Hoat char Amitriptylin 28 mg (amitriptylin hydroclond 28 3 mg)

Ta duryn Magnes: stearal, Talc, Povidon (PVP K-25), Maize starch, Lactose monchyvdrat,
Opadry [ Pink 8SF240040 :

Dang bao ché: Vién nén bao phim hinh tron, 14i hai mit, mu hing. hai canh phing, trén bé
milt co duomg ciit mAw tring

Chidjnh:

Armutriptylin dooc chi dmh cho

* Dicu try rdi logn trdm cam chinh & ngutn lon
* Dréu tn dau than kinh & ngudn Iém | . 1A

* Dréu tr dyr phong dau diu do cing thing man li'nh (CTTH) & ngun lém

» Diéu i} du phong chimg dau nua diu O ngmh lom g‘\m

i : =) ~ : ; anh 1v v¢ h¢ co quan, hao
« Diéu try dir dam ban dém @ tré em tu 6 ol ro lén khi l'fs‘nh Iy vé h¢ co quan ' ol

1 ;
F \ v ¢ 3 “" '
nit Aot séng v rbi loan lién quan, di duge loai trir v khang phan img nao doi

+ cdc «an phim
ciic san phim thudc vd khang phai 1A thudc, bao gém thude chéng co ::‘\l ‘\:i C-?;\;.: P
hién .qurm dén vasopressin . San pham ihude ndy chi nén duge ké dom ban chuy

chim soc sire khoe ¢6 khd ning kiém sodt 10t dai ddm da dang

Litu dung va céch dung:

Téam thin ‘ |
Khong phai til ¢a cac chi
ham hromg thude. Cong th
ci khi ting lidu sau do.

' ' hinh —
prog- algersadery Ay & mirc thip va ting dan, chi v thin trong vin cdc phan ung

L1du dung nén dugc bat d : ‘
T ung’ia hdt kv ddu hi¢u ndo v¢ kha niing khong dung nap thude.

Ngwn lom ‘ | " A :
Ban diu 25 mg 2 lin mdi ngay (50 mg moi ngdy). Neu can thict, liéu ¢o the durgre ting

thém 25 mg mdi ngdy va lén dén 150 mg/ ngay chia im hai lan.
Liéu duy tri 1a lidu thap nhat cé hi¢u qua.
Bénh nhan cao tudi trén 65 tuoi va bénh nhdn bj bénh tim mach
Liéu ban dau 10 mg - 25 mg mO1 ngay
Liéu hing ngdy c6 the ting Ién d¢n 100mg - 150mg, chia lam ha lin, tuy thude véo dap
img va kha ning dung nap cua tumg b¢nh nhan.
Licu ding hang ngay trén 100mg nén dugc s dyng than trong.
Liéu duy tri 13 liéu thap nhit c6 hi¢u qua
Tre em J
Amitriptylin khdng nén duge sir dung ¢ tré em va thanh thiéu nién dudn 18 i, vi sy an
toan va hi¢u qua lau dan chua duge thict lip .
Thon gian diéu n
Tac dung chong tram cam thudmg xudt hi¢n sau 2 - 4 tuin Diéu tr bing thude chng tram
cam 1a theo tnéu chimg va do d6 phit duge tiép tuc trong mot khoang thin gian thich hop
thudmg Ién dén 6 thang sau khi phyc héi dé ngiin ngra tr phat.
Dau than kinh, di?u tri dw phong dau dau do cing thang man tinh va diéu tri dw phong
ching dau mwa dau o ngwoi lém
Cac b¢nh nhin nén duge chuan 40 liéu néng ma dem lai tac dung giam dau vua du von the
dung khéng mong muon & gitn han chju dumg dugce. Noi chung, licu thfnp nhit ¢4 hidu qua
nén dugc sur dung trong thén gian ngan nhit cin thiét 8¢ diéu try cac tnéu chimg.
Nguwon lom
Li¢u khuyen ca0 la 25mg - 75mg. Licu c6 the duge dung mdt 1in mdi ngay, hodc duge
chia thinh hai heu. hiéu 75 mg khong duge khuyen céo.
L1¢u ban dau nén la 10 mg - 25 mg vao bud to1. Liéu c6 the duge ting thém 10 mg - 25
mg mdi 3 - 7 ngdy neu cd the dung nap.
Tac dung giam dau thuomg thay sau 2 - 4 tuin ding thudc.
Bénh nhan cao tuot trén 65 tuii va beénh nhan by bénh tim mach
Liéu khoi diu la 10mg - 25mg vao budi tdr duge khuyén nghi. Liéu dung trén 75mg nén
dugc su dung thin trong.
Nhin chung nén bt diu diéu trj trong pham vi liéu thip hon nhu khuyén cdo cho ngudi
l;m Li¢u c6 the ting Ién tuy thude vao dap img va kha ning dung nap cua bénh nhén.
reom
Amitriptylin khong nén duge su dung & tré em va thanh thi¢u nién dud 18 tudi, vi sy an
toan va hi¢u qua lau dai chua duge thiét lip . '
Thoi gian diéu tri
Dau than kinh:
Dicu tr tnéu chimg va do d6 nén dugc lnép tuc trong mot khoang thot gian thich hop. §)
nhiéu bénh nhin, diéu trj c6 thé cin thiét trong nhiéu nim. Vige danh gid Jai thuong xuyén
duoc khuyén cdo dé xac nhin ring Vigc liép tuc didu tri van pha hop cho bénh nhian.
Di¢u tn dy phong dau diu do cing thing man tinh va di¢u tr dy phong chimg dau nira
dau 0 nguo lon:
Diéu tr) phai duge tiép tuc trong mdt khodng thot gian thich hgp. Vige danh gid lar thudmg
xuyén duge khuyeén céo d¢ xac nhéin ring viéc tiep e diéu trj vin cin thiét cho bénh
nhin
Pai dam ban dém
Tré em
Liéu khuyén céo cho:
e tré em tir 6 dén 10 twdi- 10mg - 20mg. Nén sir dung mot dang bao ché phu hop hon cho
nhom tuo! nay.
o tré em tir 11 tud tro lén: 25mg - SO0mg / ngay
Liéu nén dugce ting dan.
Thubc duge dung khoang 1-1% o trude khi di ngu. '
Cén tién hanh ECG truéc khi bit dau diéu trj bing amtriptylin d¢ loai tnir hoi chung QT
&i. ’
Thai gian diew tri
Théi gian diéu trj 1 da khong dugc vuot qué 3 thang, |
Néu dot diéu tri lip 1ai cia amitriptylin 1a cén thiét, nén tien hanh ddnh gid y khoa 3 thing
mot lan. ‘ :
Khi ngimg diéu trj, amitriptylin nén duge giam licu dén dan.
Trwomg hop dac bi¢t
Suy giam chirc néing than: |
San phém thube nay cd thé duge dimg ¢ liéu thong thuong cho bénh nhén suy thin.
Suy giam chirc ning gan _ ‘ ' x , .
Liéu lugng can thin trong va, néu c6 thé, nén xéc dinh nong A9 thude rong huyel thanh.
Thube tre ché Cytochrome P450 CYP2D6 =i ;g
Tuy thude vao dap (mg coa tung bénh nhén, nén dung licu thip hon amitriptylin ncu cic
thube e ché CYP2D6 manh (vi dy nhu bupropion, quinidine, fluoxetine, paroxctine)
duge phoi hop diéu tn) vai amitriptylin
Céc chét chuyén hoa clia CYP2D6 hojc CYP2C19
Nhimg bénh nhén nay c6 the c6 nong do amitriptylin va nortr
tinh cta né trong huyét twong cao hon. Cén nhic giam 50% I
Ccao.
Céach dung
Amitriptylin dung duong ug‘)ng.
Cac vién thude nén duge uong vai nudc.,
Ngimg diéu tr) Ese
Khi ngimg diéu trj thube nén duge giam liu dén dén trong vai wan.
Chong chi djnh :
. Mfm cam vo1 amitnptylin, thubde chong trim cam ba vong hojc bat ky ta duge ndo cua
thudc
» Bj nhoi mau co tim gan day Bat ky mirc A nao cua block nhi thiit hodc r6i loan nhip
tim va suy dong mach vanh.
e Diéu tr) dong than vin MAOIs (thubc e ché monoamine oxidase) khong dugc chi dinh .
e Diing dong thon amutriptylin va MAOIs c6 thé gy hoi chimg serotonin (kct hop cic
triéu chimg, c6 thé bao gom kich dong, 10 |an, run iy, gidt rung co va tang thin nhigt).
» Dicu trj bang amitriptyhin ¢6 thé duge khoang 14 ngay sau khi ngung thuoc MAOIs
khong chon loc khong phuc hoi va 101 thiéu mot ngay sau khi ngung moclobermd c6 phuc
hoi. Co thé dieu trf MAOIs sau 14 ké tu khi ngung anutriptylin.
* Bénh gan nang
* Tre em dudn 6 o
Canh bio va thin trgng khi doog thube | |
Rbi loan nhip um va hg huyet ap néang co thé xay ra voi licu cao, cling o thé xay ra ¢
nhimg bénh nhin méc bénh tim tir trude d6 khi ding licu binh thudmg.
OT kéo dai khoang tho gian
Trudmg hop QT kéo dai va ro) logn nhjp tim di dugc bao cdo trong thon gian luu thong
thudc trén thy truomg. Can than trong & bénh nhin co nhip tim cham ding k;é, o nhing
bénh nhin bi suy tim mat bu, hodc ¢ nhimg bénh nhin dong thoi ding thude lam kéo dai
QT. Ro1 loan dién giai (ha kal mau, ting kali mau, hg magie mau) dugc cho la lam tang
nguy co loan nhjp tim
Thuoc gay 1€ hodc gay mé dung trong giai dogn Qiéu r] c:hfmg tram cam 3 hodc 4 vong
c6 thé lam ting nguy co loan nhjp um va ha huyét éP Néu co thé, ngimg san pham thudc
nay vai ngay truoe khi phiu thudl, néu p‘h.’au thudt cap cuu la khong l_hf: tranh khou, nguoi
gy 1¢ hay gy mé nén dugc thong bio rang b¢nh nhin dang dugc diéu trj thudc nay.
Can thin trong néu amitriptylin duge dung cho bénh nhin cuong gidp trang hodc cho
nhimg nguol dang dung thude dicu try tuyén giap, vi co the gia ting muc do nghicm trong
cua logn nhyp nm
Bénh nhin cao tuor dé by hg buyet ap w the dimg
Ban pham thube ndy nén duge su dung thin wong o nhimg bénh nhan rOi loan co gidt, bi
tieu, phi dai tuyén tien iy, cuimg gadp, €6 ingu chung hoang tweong va bgnh gan hofdc im
mach 1én tnén, hgp mbon v) va ligt ruin
() nhimg bénh nhan c6 tinh teng hqbng phia trude cua mal nOng va goc buong hep, cac
Aot tAng nhin Ap cap tinh do gian dong weo the trdm weng hom.
Coy nghl
Trhm cam co 1ién quan dén tang nguy co co suy nghi mudn ty w;, ty lam hgl ban than va
dhn dén hanh vi ot Nguy co nay vin thn tg cho dén khi tinh trgng bénh thuy€n giam

déu cd thé dat duge vin 14t cd cac dang /

trinh héu hromg '
rong hop nén duoc chon cho li¢u Khon diu va

irc / hdm lugmg thich

iptyline chuyén hoa co hogt
[u khoi dhu duge khuyén

u hodic hom khi diéu tr, b¢nh
hur viy xudt hién. DO 4 kinh
uc hor ban diu.
ghi ty sdt kha ro

ding ké Vi sy cdi thign co thé khong xdy ra trong vdi tuin da
nhin cin diroc theo ddi chit ché cho dén khi ¢d sy cai thign n
nghiém lim sing chung ma nguy co ty 0 ¢ thé ting trong gial dogn ph
Bénh nhin co tien sit 06 y nghi ty 1, hodc nhimg ngwdn cd bicu hign y 0
ring trrde khi bt dau diéu trj, duge cho 1 co nguy co ty hr €20 hom va nén lhfu ddj thin
trong trong khi diéu try. Mot phén tich tong hop cic thit nghi¢m lim sang co doi chun:g
i duge vé thulk chong tram cdm & bénh nhén ngum Iém bi rdt logn tim thin cho thay
ting nguy co ¢d hinh v tir 1 vin thudc ching trim cém so véi ma duge 0 bénh nhin
duri 28 tudi '

Giidm s4t chiit chd bénh nhin va dic bigt 14 nhimg ngudi ¢ nguy €0 cao nEn di kém vin
didu tr) bing thube dic gt 1a trong dicu tr) ban diu vi thay do ll(‘u uép lhg‘n d6 Bénh
nhin (vd ngudi chdm so¢ bénh nhin) nén duge canh bdo \3 qur cAn thiét ph(m theo ddi bt
ky diu hi¢u lim sing xdu di, hinh vi hodc suy nghl tw tir va nhimg thay ddi bit thudmg
trong hanh vi vi tim t vin y 1 ngay 1jp tirc néu céc tnéu chimg nay it nén

O bénh hung-tram cam, mét sy thay dl\I huémg tén giat dogn hung cam ¢o thé xay ra,

b¢nh nhin trong giai doan hung cam nén ngung thudce |
Nhu dii dé cip vé cic thude huong thin khic, amitnptylin ¢6 thé thay doi diap ung insulin
vi glucose vi vily cin dicu chinh li¢u phip diéu trj da1 thao dudng o b¢nh nhin da1 thho
duomg: ngodi ra bénh trim cam cling ¢o thé anh hudimg dén su cin bing glucose cua benh
nhin

Ton : . ‘ - ’
SOt cao di dugc bio cdo van thube chéng trim cam ba vong khi dung vin thuoc khang

- e : |
cholinergic hodic vai thude an thin diic bi¢t 1a trong thin hiet nong

S Z 5 . .
n'u kh.| dung kéo dqu, ngung didu tr) AOt ngdt ¢o thé ghy m cac tmu chimg nhir dau diu,
MGt ma, mat ngu va kho chyu

"\Imm'mylm nén dugc sir dung thiin trong & nhimg bénh nhin dang dung thude chbng
tram cam SSRI

l)«ill (I:\'m ban dém % e

gx;'l" tidn hanh ECG trude khi bit diu didu trj bing amitriptylin d& loai trir héi chimg QT
Amitnptylin dung dé diéu try di (lf\n} khong nén ket hop vani thubc khang cholinergic
Sl'{ nghi va hanh vi tr tr ciing cé the phit trién trong qué trinh di¢u trj ban diu vai thube

chong trim cAm cho cic rO1 logn khiic ngoai trim cam, cac bién rhxﬁp phong ngua tirong
tr khi didu trj cho bénh nhin trAm cam nén duge Gp dung khi dicu trf bénh nhin dai ddm

Tré¢ em
! ' 2 A A N
Dir li¢u an toan dar han & tré em v thanh thiéu nién lién quan d'én sir phat tri€n the chat,

sir trudmg thanh va phat ln’ép nhin thirc , hanh vi cxhlm duge thict [ap | |
Tranh ding thutc néu c6 thé & nhimg bénh nhin rbi loan tao mau va ticn sur bénh dong

kinh. e .
Khi duge sir dung didu tri trdm cam cho b¢nh nhin by tam than phin hét, amitriptylin nén

duoc sir dung thin trong vi n6 c6 thé 1am tram trong thém céc tri¢u chimg tim than Ao

gidc hoang tumg, ¢6 hoje khong c6 sy tri¢u chimg hung hing chong doi, ¢6 thé tro nén
A

tram trong hon. Thudc an thin nén dwge dung dong thon trong cac trudmg hop nhur vy,

hodc gidm licu amitriptylin. | S 5Y .
Khong nén két hop amitriptylin va ligu phip soc dién (FCT) tnir khi can thlct e

Ha natri huy¢t (thwdmg & nguai cao woi va c6 thé do tiét hormon chong bai ni¢u khong
thich hgp) ¢ ién quan dén tat ca cic logi thuoc ch(‘)ng tram cAm va nén dugc xem xét o

3t i bénh nhin ¢6 triéu chimg ngu ga, 14 ln hodc co gijt khi dung thude chong tram

cAm

Thubc ¢b chira thanh phin lactose

Bénh nhin ¢6 cdc vfm dé di truyén hiém glp vé khong dung nap Fnla‘ctosc.
lactase hodc kém hap thu glucosc-ialactosc khong qén du‘m'g thuoc nay
Twong tde voi cdc san phim thuoc kl!éc vil cic h!nh thirc twrong tac khac
Amitriptylin Anh hurong dén cdc san pham thuoc khac

Chéng chi djnh ket hop:

MAOIs (khong chon loc cling nhur chon
vé “héi chimg scrotonin™ :

Két hop khong duge khuyen nghy
Cac thube curdmg giao cam: Amitrip
ephedrin, 1soprenalin, noradrenalin, phenylephrin va phenyl
thudc gdy té cuc b va todn than va thudc chong nghet mi) e |
Thudc phong bé thin kinh giao cam: Thuoc chong tram cam ba vong ¢6 the chong lar tac
dung ha huyét 4p cua thude ha huyct dp tac dung trung wong nhur guanethidin, betanidin,
reserpin, clonidin vi methyldopa. Khuyén c"lo‘nén xem xét tat ca cac hi¢u phap chong
tang huyét ap trong khi dicu trj bang thudc chdng tram cam ba vong. Co nguy co ting

ét p khi ngung clonidin. ' ' |
}1";]1{160 I[:héng cgholigncrgic: thude chéng tram cam ba‘ vong co6 the lam u’lpg tac dupg cua cac
loai thube nay Ién mit, h¢ than kinh trung uong, rujt v bang quang; sir dung dong thoi
nhimg thudc nay nén tranh do ting nguy co ligt rudt, sot cao. ‘ | |

Thube kéo dai khoang QT bao gom thuoc chong loan nhip nhu amiodaron (tranh st dung
dong thon), disopyramid, procaimnamid, propafenon, quinidin, thuoc khfl_ng histamin
astemizol va terfenadin, mot s0 thude chéng loan than (dang chu y la pnmomq. sertindol,
thioridazin va clozapin), cisaprid, halofantrine, va sotalol, c6 thé lam ting kha ndng loan
nhip thit khi dung voi thudc chéng tram cam ba vong. |

Thén trong khi sir dung amitriptyhin va methadon dong thot do ¢6 kha nang tng tac dung
lén khoang QT va ting nguy co tic dyng tim mach nghi¢m trong.

Cén thn trong khi dung dong thoi amitniptylin va thude lgi tiéu gdy ha kali méu (vi du.
furosemide) e

Thioridazin: Nén trdnh ding dong thai amitriptylin va thiornidazin (chat nen CYP2D6) do
(rc ché chuyén hoa thioridazin va do dé lam ting nguy co tic dung phu ¢ tim.

Tramadol. Sir dung dong thai tramadol (chit nén CYP2D6) va thuoc chong trim cam ba
vong (TCA), ching han nhu amitriptylin lam ting nguy €0 o gidt va hoi chumg serotonin.
Ngodi ra, su két hgp niy co thé (rc ché sur chuyén hoa cua tramadol thanh chit chuyén hoa
¢6 hoat tinh va do do lam tang nong do tramadol ¢ kha ndng giy ngd doc oproid.

Thuéc chéng ndm nhu fluconazol va terbinafin lam ting nong d{ trong huy¢t thanh cua
thuée chong tram cam ba vong va gay ngd doc. Ngit va xodn dinh cé thé xay ra.

Cac két hop cdn luu y dé sir dung .

Thudc tre ché thin kinh trung wong: Amitriptylin ¢6 the lam tang tic dung an than cua
ruou, barbiturat va cac ghu(‘)c ic ché thin kinh trung uong Khic.

Twong tac vdi cdc thuoc khac ' .

Thude chong tram cam ba vong (TCA) bao gom amitriptylin cha yéu duge chuyén hoa
boi cdc isoenzym cytochrome P450: CYP2D6 va CYP2C19, ¢d tinh da hinh di truyén.
Cic isozym khac tham gia vdo qua trinh chuyén hoéa amitriptylin 1a CYP3A4, CYPIA2 va

CXR209,

thiéu Lapp

loc A (moclobemide) va B (sclegiline)) - nguy co

tylin ¢6 thé lam ting tac dung tim mach cua adrenalin,
propanolamin (vi dy nhu chira

Thudc trc ché CYP2D6: isozym CYP2D6 cd thé bj \rc ché bai nhiu loai thude, vi dy:
thudc an lhﬁp, thude tre ché tai nhip serotonin, thude chen beta va thuoe chéng loan nhip
tim. Vi du vé cdc thude tre ché CYP2D6 manh bao gdm bupropion, fluoxetin, paroxetin
va quinidin. Nhimg logi thude ndy ¢ thé lam giam ding ké chuyén hoa TCA va lam ting
nong d¢ thudc trong huyét tuong. Can nhic theo ddi ndng 46 TCA trong huyét twong, bat
cir khi ndo TCA duge dung chung vai mot loq thude khac ma (rc ché CYP2D6. C6 thé
cin diéu chinh liéu amitriptylin .

Céc thude tre ché Cytochrome P450 khic: Cimetidin, methylphenidat va thuoe chen kénh
calci (vi du: diltiazem vi verapamil) co thé lam ting ndng d¢ thude chong tram cam ba
vong trong huyét twong va gy dic. Thude chéng ndm nhu Nuconazol (irc ché CYP2C9)
vit terbinafin (ire ché CYP2D6) di duge thiy 1am ting nong 6 amitriptylin va
nortriptylin trong huy¢t thanh.

Chc 1sozym CYP3IA4 va CYPIA2 chuyén héa amitriptylin & mire do thip hon. Tuy nhién,
fluvoxamin (chit (¢ ché CYP1A2 manh) duge cho 1a lam ting nong dé amitniptylin
trong huyét tuomg vi viiy trdnh két hgp van thude niy. Tuomg tac ldm sang cd lién quan ¢6
thé xdy ra voi viée sir dung dong thoi amitriptylin va cde chat e ché CYP3A4 manh nhu
ketoconazol, itraconazol va ritonavir

Thube chéng trim cam ba vong va thude an thin tre ché chuyén hoa cua nhau sy trao doi
chit cua nhau; diéu ndy c6 thé din dén gidm ngudng co gidt. C in thiét phai di¢u chinh
liéu lugng cua cée logi thude nay.

Thubc cam tmg Cytochrome P450. Thude tranh thai, rifampicin, phenytoin, barbiturat,
carbamazepin va St. John's Wort (thao mge Hypericum perforatum) ¢o thé lam ting
chuyén hoa cua thude chong tram cam ba vong va lam giam nong do thude chdng tram
cam ba vong lrong‘huyét tuomg va giam tac dung chong tram cam

Ethanol lam cho nong 4§ amtriptylin va nortriptyline ting Ién

Thude kich thich thy thé hé giao cam alpha2

Khong nén dung dong thoi van apraclomdin va brimonidin

Altretamin :

Nguy cor hg huyét dp tu thé dimg

Thuoc gdy mé, gay 1¢ | '

Diéu tr) dong than ¢o the lam tang nguy ca loan nhip tim va ha huyet ap. Néu phau thudt
la cz'l'n thiét, nguon gy mé, gy 1€ nén thong bao van bac si vé viée dung thude

Thudc giam dau

(6 kha nang tang tac dung khong mong muon khi diung voi nefopam. C6 kha nang tang
tac dung an than vai thude giam dau opioid

Khang klltgﬁn

St dung dong thai van linezolid ¢o the diin dén kich thich thin kinh trung uong va ting
huyet ap.

Thude chong lo fu va thudc ngu

Su dung df)ng thén lam tang tac dung an than. Thin trong néu bénh nhan duge dung d(‘mg
thon vai lieu lugng 1ém ethchlorvynol. Tinh trang mé sang thodng qua da duge bao cdo u
nhimg bénh nhin duge diéu trj bing 1g ethchlorvynol va 75mg deén 150mg amitripty hn.

Disulfiram

Sir dung dong thoi ¢6 thé (rc ché sy trao o1 chat cua tricyclics. Delinum da duge bdo cdo
o nhimg bénh nhin dung amitriptylin vou disulfiram.

hude loi tiéu

I'ang nguy co ha huyet ap the

Lién quan o1 dopamin

Nén tranh st dung dbng thoi vor entacapon. Gay doc h¢ thian kinh trung uong di duge
bdo cdo van selegilin

Thuoe giln co

Su dyng dong than baclofen lam ting tac dung giin ¢o,

Nitrat

Giam tac dung cua mtrat ngdm dudi ludi (do khoé mi¢ng)

()cslrugcn vil progestogen

Thubc tranh thai dudng ubng dii khdng tde dyng chong trilin cam nhuny tic dung phy ¢6




ihé ting 1én do tAng ndng A0 WonE huyét wromg cda thudc chdng trdm cAm ba VONE

Sthutramin
Su dung Aong |

;::;pulng cinh sin, khi mang thal va che con bi

A hi mang thai : R . Ll
DA vt amatripty lin chi oo did Lidu lam sing han che lién quan dén phat nhiém thude khi

mane thai Cac nghién ciru trén ding vt di cho thiy ddc tinh sinh san ‘ | .
Amitriptylin khong duge khuyen cdo sur dyng trong khi mang thai trir khi can thict va chi
' S ¥

sau khi cin nhic cin thin vé nguy co / lgn ich

héri khong Juro kKhuyén cho do tAng nguy co gy ddc hé thdn kinh (rung

Trong thin gan su dung diéu tr; man tinh va sau khi ding lhu(vf ¢ nhimg Iu:;“m cu(nxcun |
thai kv. cic tnéu chimg cai nghién tré so sinh c6 thé xdy ra. Dicu ndy ¢o thé bao gom ‘khn
chiu, i;‘mp treomg lye co, run, tha khang déu, udng kém va khoc to va co the 1a céc tngu
chimg khang cholinergic (bi ticu, tho bon)

Cho con bu _ , n
Amitriptylin v céc chat chuyén héa cia n6 dwge bai tiet vito sira me (twomg img Vol q'(’ ’
- 1% lidu cua me) Khong thé loai trir nii ro ddi vén tré bid stra me. Mot quyet dinh phat
duge dira ra ¢b hay khong ngimg cho con bu hojic ngumg / khong diu ) thuoc nay co
tinh dén lgn ich cua viée cho con b stra me va 11 ich cua vige dicu trj cho ngudn mg

Aha nany sinh san

Amitnptylin lam gram ty I§ ¢ thar ¢ chudt

Khong co dir hiéu ve tac dong cua amitriptylin doi vor kha ning sinh sin cia con nguoi
Anh hwdng dén kha ning 1ai va sw dyng may moc

Amitriptylin 1a thuoc an than.

Bénh nhin dwgce ké toa thude hurdmg thin ¢6 thé sé c6 suy giam vé kha ning chi ¥, tip

chung va can duge canh bo ve kha ning lai xe hodc vin hinh may méc cua ho. Nhimg
tac dyung phy niy c6 the ting néu udng nrou.

Tac dung Khing mong muon

Amitriptylin ¢6 the giy ra cic tic dyng khong mong muon tuong ty nhur thudc chc‘mg trim
cam ba vong khac. Mot so téc dung phu duge dé cip dut diy, vi dy: dau dau, run riy, rdi
loan kha niing chu ¥, tho bon va gidm ham muén tinh dyc cling ¢6 thé 1a tnéu chimg cia
tram cam va thudmg gidm bén Khi trang thér tram cam céi thién
Rat thudmg gip (2 1710), Thudtmg gip (2 1/100 <1/10), [t gdp (2 171000 <1/100), Hiém
gp (2 1/10.000 <1/1000), Rit hiém gip (<1 / 10,00), Thn suit khong xac dinh (khong
thé wée tinh dugc tr dir héu ¢6 sin)

H¢ co quan Tihn suit TI)‘n hi{u

H{ twin hoan va bach huyét Hiém gap Suy tiry xwong bao gdm mal
bach chu hat, bych ciu wa
cosin, gidm bach ciu, gidm

£ N | tiéu ciiu va ban xudt huyét
Roi loan chuyén héa va dinh dudmg | /iem gap Giam sy thém fn
Khong ro Tang holc gram luegng durdmg
trong mau. Thém dn, Chan
_] an,
Tam than Rat thwomg gap | Hung hiing _
Thwomg gap L lan, gidm ham muon tinh
| | dyc, kich dong.
It gap Humng cam nhe, hung cam, lo |
| fu, mat ngu, dc mong
Hiém gdp M¢ sang (¢ b¢nh nhin cao

tuoi), ao gide (¢ b¢nh nhin
tam thin phén hi¢t), suy nghi
hodic ¢4 hanh vi tu tu *.
KNhong ro Hoang tuong,

H¢ than Kinh Ral thwomg eap | Tinh trang mo mang, run,
chong mit, nhure diu, budn
new, o1 loan ngon ngir

Thuong gap Ro1 loan kha n.’m;{; chu y, loan
v] giac, dy cam, ro1 loan vin
dong

_7qép : LCO it

Rat hiéem gap Cam giac bon chon, viém da
diy thin kinh.

Khéng ro Mét mon, roi loan tap trung,

mat phuong hudng, do trong,
bon chdn, bénh than kinh
ngoai vi, mat kha nang phoi

hop. hér chimg ngoai thap.

Mt FRé't thuomg gap | RoO1 loan dicu t1ét mat
Thuong gap Gian dong tir.
Rat hiem gap | Tang nhan ép cip tinh L
| K hong ro Mb mat
Tai va mé dao | Irgap | Utai x
Tim mach Rat thiwong gap | Danh trong ngye, nhjp tim
| nhanh. e
Thwong gap Blockk nhi that, blockk
| nhdnh.
I gap | Soc, tram trong beénh suy tim

Hiem gap | Roi loan nhip tim _
Rat hiem gap | Bénh vé co tim, xoén dinh

Khong ro Viém co tim do qua man,
% nhoi méu co lim%r
Mach méiu Rat thuomg g | Ha huyét dp wr the dimg
1 gap Tang huyét ap
| Khing ré Tﬁhan nhiét, dot quy
4 . v -~
Roi | loan ho h{p. lzmg ngyc, Rat thwomg gap | Nghet mi.
va trung that s # . ' ' :
Rart hiem gap Viém dj (mg cua phe nang
phoi va mo phoi, tuong umg
(viém phé nang, hoi chimg
p | Loffer).
Hé ticu hoa Rat thuomg gap | Kho miéng, tdo bon, budn
non
It gap 1 écu chay, ndn mua, lud phu
ne.
Hiém gap Roi loan luy{'n nude bot, hét
| ruot |
Khong ro :)au :’huqng v], VIEm migng,
udn den.
Gan mat Hiém gap JFWM da
It gap Suy gan (vi dy: benh gan
4 mal)
# Klying ro Vit’:m gan
Da va mé dudi da Rat thuong gap | DO mé hor |
It gap Phit ban, no1 mé day, phu
mal
% Hiem pap R ung 1oc, Qh',ny cam anh sang.
Thin va Gt nidu Thuong pap Ro1 logn ticu tign
[Iﬁp Bi ticu
JTv'I hwang vap Ro1 loan cuong duong '
H¢ sinh san I gap Tict stra bat thudng o tuyen
vl
Hiém gap Vi 1o o nam gitn
F Khong ro 1 V1o, sung liph hoan, roi
loan ham muon tinh duc, ro]
loan chire nang tinh duc, ho
chimg tiét ADH khong pha
hop.
Céc roi logn khic uong gap | Mét moi, cam thay khat nudc
Hiem gap SOt
Theo nhu didu tra Rat thuomg gap | Thé trong l{hu;r
Thuang gap Di¢n tam do bat thurdmg, dign
li’l'lll do QT keo dai, dién tam
do phirc bO QRS kéo dai, ha
: natri mau
It gap Nhiin ap tang
Hiem gap Thé trong gram. Xét nghiém
chue nang gan bat thudmg,
alkaline phosphatase trong
mau tang, transaminase ang
Ién.

*Cac bao cao truomg hgp ¢O y nghi ty tr hojc hanh vi ty to da duge bao cdo trong qua
trinh diéu tr] vor hodc ngay sau khi ket thue dicu tr) vor amutnipty hin
Higu (mg theo logi thube (class eflect) |
Cac nghién cou dich 1€ hoe, chu yeu duge tien hanh ¢ nhimg bénh nhin tir 50 woi tré lén,
chu thay co nguy co gy xuong cao hon ¢ nhim’g b¢nh nhiin dang dung SSRIva TCA. Co
ché dan dén nguy co gia ting ndy chua duge biét. |
Dimg dot ngot thube sau khi dung kéo dar gdy budn non, dau dau va kho chju. giam din
thude Lién quan 101 cac tri¢u chimg thodng qua nhu ngu mo va roi loan giac ngu, kho chju
va bon chon trong hai tudn diu tén cua vige giam lieu. Day khong phai 1a nhimg dau higu
lien quan den nghign | |
Humg cam da duge bao cao hiém khi xay ra trong vong 2-7 ngay sau khi ngung dicu tr|
bing thude chong tridm cam ba vong |
/i (/qm;' Uumg T A e khi dicu lll‘ dai (((UN
Do Liéw lgng s dung khi dicu (e dii dim thip so vor licu dung cho trdm cam, tic dyng
khong mong muon it gip hon. Pho bien nhat la buon ngo va the dung Khing cholinergic

Khéng thime xuyén, ra md hin nheg v ngum dA duyce bdo cao 1 ‘}“V 461 hinh vi dA duox
quan séy (hily ¢ 7€ €m dang thube chidng trAm cam ba vomg d¢ dicu try db ddm

Théng bdo NRAY « ho bde s hode dwere sy nhing tde dung
khong mon® Muon gap phai khi sie dung thude

Qud g vd xir trj
Iridu chimg

Céc tridu chimg khiing cholinergic: Gildin ddng tr, nhyp tim nhanh, bi tiéu, mang nhity kho,

giam nhu dong rudt,co gidt,sor. Su xudt hién dot ngdt cua bénh suy nhuge thin kinh trung
wong. Y thirc giam din ticn trién thanh hén mé Suy hé hip. Tri¢u chimg ting phn xa c6
thé xudt hién vart phan xa ban chan dud Ha thiin nhiét ¢6 the xay ra

('{alc trigu t;hung tm mach: Chimg lu;.m nhip tim (loan nhip nhanh thit, xodn dinh, rung
that). ECG die tnmg cho thay khodng thi gian PR kéo dai, mé rng phire by QRS, QT
k¢o d.ﬁn, SOng 1 ph;\ng (|¢| hu\’)c dao nguoc, suy ph[m dnan ST, va (hny dor mire d() block
tim tién n€n thanh ngung tm. Vi¢e mé rong phirc by QRS thudmg lidn quan té mire 4§
nghiém rong cua nhiem doc sau khi dung qua liéu cip tinh. Suy tim, ha huyét dp, soc im
Nhiém toan chuyen hoa, ha kali mau

Ding t 75? mg trér 1én cho ngurén [ém o thé gy de tinh nghiém trong. Cac tac dung do
dung qud 11Cu ¢ tang Ién khi diing déng thin vén rugu va lhm“»c hudmg thin khic Co sy
khic nhau ddng k¢ theo timg ¢4 nhin do1 véi phan (mg qua héu. Tre em dic bidt dé by

nhiém doc tim va co gift

Irong khi vin thirc tinh ¢6 thé bi 10 1n, kich dong , 4o gric va rbi logn viin dong. Pidu tn

qua liéu: R | _— ’
| Nhip vi¢n (van sy chim soc dic biét) néu can. Dicu try tri¢u chung va ho trg

; i A : g ¢ . . J ok
2. Dinh gii va dicu trj vé ho hap v tuan hodn mot cach thich hgp. Dam bdo ¢6 the can

thi¢p qua duomg tinh mach B
Gidm st chic ché cdc trudmg hop ke ca khong by bién chimg rd rang

v e g ; 2 4 ; 4 ' & '
1 Kiém tra cdc ddu hi¢u 1am sang. Kiém tra uré vi chat di¢n giai

vil theo dai lrong nrére tiéu, Kiém tra khi huyet ding mach
toan. Thuc hién di¢n tam (1(3 ~tim QRS> 0,16 giay
4. Khong dung Mlumazenil d¢ ditu trj dgc tinh benzodiaz

nhiéu thuoc. o (T o bk 1
Hiy xem xét rua da day chi khi trong vong mot gio cua ding qua héu co kha nang

gdy tur vong. e g 52

6. Dung 50 g than hoat tinh trong vong mot gi0 sau kh! uong qua {'éu By Sy

7. Duy tri duémg tho bing cich ddt ngt khi quan, khi cin thiet. Dltu l‘rl.duapg ho ha;?
duoe Khuyén cdo dé nglin vige "!f""g thér c6 thé xay ra ”‘f.(’ doi ECG lién tyc chirc
ning tim trong 3.5 ngay. Vige dicu trj sau diy sé duge quyét cdo theo timg trudmg hop
cu the

: - Khoang rong QRS, suy tim va rbi logn nhyp that

= Suy tuan hoin

- Ha huyét ap

- Tang thin nhigt

- Co mit

- Nhi¢m toan chuyén hoa. _

&  Tinh trang bon chdn va co gifit ¢6 thé duge didu try bing diazepam.

9, Bénh nhin ¢6 diu hiéu nhiem ddc nén dugce theo doi (o1 thiéu 12 gidr.

10. Gidm st nguy co tiéu co van néu bénh nhin bat tinh trong mét thon gian da

11. Do qué liéu thudmg 14 ¢b ¢, bénh nhin c6 the ty tr biing cic phuong tén khac trong
giai doan hoi phyc. Cai chét do b § hojic do vo tinh dung qua liéu da xay ra véi loai

thudc nay.

giim sat kalt mau
A M 2
d¢ kiém tra nhiem

epin trong qué liéu hon hop

N

Durge lye hoc:

Nhom duge ly: Thti(‘)c chdng trim cam - Thudc (rc ché tai nhip monoamin khéng chon
loc (thude chong tram cam ba vong)

Mi ATC: NO6AADY

Amitriptylin la thu0$ chong trim cam ba vong va giam dau. Thudc c6 djc tinh khang
cholinergic va an thian. N6 ngin chin su téa1 nhip, va do d6 lam bat hoat noradrenalin va
serotonin tai cdc dau diy than kinh. Ngin tai nhip chét dan truyén thin kinh monoamin
tic dong lén ndo. Co ché nay lién quan té1 tac dung chong trim cam.

Co ché hoat dong ciing bao gom tac dung chen kénh ion natri, kali va NMDA @ ca trung
uong va tay song. Anh huong cia noradrenalin, natr va NMDA la cac co ché duge bict
dén ¢6 lién quan dén viéc gy dau day than kinh, dau dau do cing thing man tinh va dau

nira ddu. Téc dung giam dau cta amitriptylin khong lién quan dén cdc dic tinh chong tram

cam cua no.

Thudc chong trim cam ba vong c6 i luc doi vén thy thé muscannic va histamin H1 ¢ cac
muc d¢ khic nhau.

Hi¢u qua va an toan vé lam sang

Hiéu qua va dd an toan cua amitriptylin di duge chimg minh trong diéu trj sau day &
ngudn lom:

* Roi loan tram cam chinh

» Dau diy than kinh _

» Dur phong dau diu do cing thang man tinh

» Di¢u tri dy phong chimg dau nira dau ;o '

Hiéu qué va dé an toan cua amitriptylin da dugc chimg minh dé dicu try dar dam ban dém
& tré em tir 6 oi tré lén _ . : : :
Li¢u khuyén cdo duoc dé cip trong myc licu dung. Doi vén diéu trj tram cam, liéu Ién dén
200 mg mdi ngdy v, dd1 khi, 1én dén 300 mg moi ngdy di duge sir dung & nhimg bénh
nhan tram cam ning dicu tri trong b¢nh vign. ) TRED

Céc tic dung chong tram cam va giam dau thudmg xudt hi¢n sau 2-4 tin dicu tn; tac
dung an thin khong bj tré.

Duge djng hoc

Hap thu

Dang thuoc vién dudng udng , nong d¢ thude tdi da trong huyét thanh dat duge trong
khoang 4 gid. (tmax = 3,89 £ 1,87 gi6; khoang thon gian 1ir 1,93-7,98 g10). Sau khi dung
50 mg duong udng, trung binh Cmax = 30,95 £ 9,61 ng / ml; mirc nong d 10,85-45,70
ng /ml (11 l,§7 + 34,64 nmol / I; pham vi tir 39,06-164,52 nmol / ). Sinh kha dung duong
uong tuy¢t doi trung binh la 53% (Fabs = 0,527 £ 0,123; pham v1 0,219-0,756).

Phén phoi ’ ;

Thé tich phin bo biéu Kién (Vd) f ude tinh sau Khi tém tinh mach la 1221 L £ 280 L,
pham vitr 769-1702 L (16 £ 3 L/ kg).

Mure d§ lién ket vén protein huyet tuomg 1a kKhoang 95%

Amitriptylin v chit chuyén héa chinh nortriptylin di qua hing rio nhau thai.

O cic ba m¢ cho con bl amitriptylin va nortriptylin duge bai tiét véi mét lugng nho vao
sita me. Ty 1¢ nong 4§ trong st / ndng 4§ trong huyét trong & phy ni cho con b 12
khodang 1: 1. Ty I¢ phot nhicm d0i vai tré so sinh hing ngdy wéce tinh (amitriptylin +
nortriptyline) trung binh bing 2% cta liéu twong (mg amitriptylin ding cho me (tinh bing
mg / kg thé trong)

Chuyén hoa

Sur chuyén hoa inviro cha amitriptylin chi yéu 1a do khir methyl (CYP2C19, CYP3A4)
vit hydroxy hoa (CYP2D6) tiép theo 1a lién hop van axat glucuronic. Cac 1sozyme khic ¢6
lién tiuun 1a CYPIA2 va CYP2C9. Sy chuyén hoa iy thude vao da hinh di truyén. Chit
chuyén hoa co hoat tinh chinh 1d amin thir cip, nortriptylin.

Nortriptylin 1a mdt chat (e ché nhap noradrenalin manh hon so von e ché nhip serotonin,
trong khi amitriptylin e ¢hé nhiip noradrenalin va serotonin nhu nhau. Céc chit chuyén
hoa khide nhu cis- va trans-10-hydroxyamitriptylin , cis- va trans-10-hydroxynortnptylin
¢6 cung ciu trie nhu nortriptylin nhung yéu hon dang ké. Demethylnortriptylin va
amitriptylin N oxid chi hign dign trong huyét tuong tinh theo phat; ci sau gan nhu bat
hoat. Tat ca cic chit chuyén hoa it khang cholinergic hon amitriptylin va nortrniptylin.
Irong huyct trong, ong lugng 10-hydroxynortriptyline chiém wu thé nhung hau het cac
chit chuyén hoa duge lién hgp.

Fhai true

Nura don than e (04 3) amitniptyhin sau Khi dung duong uong 1a khodng 25 gio (24,65 +
6,31 gid; trong khoang 16,49-40,36 gid). DG thanh thai toan than trung binh (Cls) 1a 39,24
10,18 L/ h, trong kh()z’m¥ 24,53-53, 73 L/h. _
Thuoce duge thai trir cha yéu qua nude ticu. Vige thar trr amitriptylin duéi dang Khong do
ld khong ddng ke (khoang 2%).

Nong do on djnh trong huy¢t twong coa amitriptylin + nortriptylin dat duge trong vong
mot tin doi vor hila hét bénh nhin, va & trang tha 6n dinh, nong d¢ trong huyét (uong
cua amitriptylin va nortnipty hine la gan ngang bing nhau theo thdn gian sau khi diéu try
bing vién nén thong thuomg vin hieu dang 3 lin mot ngay.

Bénh nhan cao tuoi |

Nira doi that trie dat hon va do thanh thar khi dung dudmg uong giam (Clo) do giam
chuyén hoa da duge chimg minh 0 nhimg bénh nhin cao ol

Suy giam chwc nang gan ' .y ’

Suy gan ¢6 the lam gram chuy ¢n hoa & gan din dén nong dg thuoc trong huyét twong cao
hom va cian thin trong khi ké dom cho nhirng b¢nh nhin nay.

Suy giam chirc nang than

Suy thdn khong anh huomg deén duge dong hoe cua thudce

Da hinh

Chuyen hoa phy thude vio da hinh di truyén (CYP2D6 va CYP2C19)

Quan h¢ duge dong hoc / duge hee hoe

Nong do amitriptylin v nortriptylin trong huyét twomg rét khic nhau giira cdc cé nhin va
khong c6 mol twong quan vé dap tng diéu tr) da dugc thiét lap.

Nong do thudc trong huyet twong khi diéu trj trdm cam chinh la khoang 80 - 200 ng / ml
(= 280 - 700 nmol / 1) (d6i von amutripty lin + nortriptyline) Mire trén 300-400 ng / ml ¢6
lién quan 101 1Ang nguy co roi loan h¢ din truyén im vé phirc by QRS kéo dai hodc block
nhi that

Bao quan

Noi kho mattranh anh sang o nhi¢t do dudi 30°C
Dong goi: hop 3 vix 10 vién nén bao phim
Han dung : 3 ndm k¢ trngdy san xual

Tiéu chuin chéat legng: nha san xual

Nha san xuat: Extractum Pharma Co. Ltd
Dja chi: 6413 Kunfeherto, V. Korzet 6, Hungary
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