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Rx: Thude nay chi diing theo don thude
Telisin 0,12 mg/ml
Terlipressin 0,1 mg/ml (Dudi dang terlipressin acetai 0,
Dé xa tam tay tré em
Doc k huwéng dan siv dung truée khi ding

Thanh phén:
M&i ml chira:
Thanh phdn hoat chdt: Terlipressin 0,1 mg/ml (Du6i dang terlipressin acetat 0,12 mg/ml)
Thanh phdn td dioe: Acid acetic, natri acetat trihydrat, natri clorid, nuée cat pha tiém.

Dang bao ché: Dung dich tiém

M3 ta: Dung dich trong subt

pH:3,0-7.0

Chi dinh:

- Biéu tri chay mdu thuc quan. Pugc sir dung trong cham séc cip ciru cho cac bién chimg
chay mau thue quan cip tinh cho dén khi sir dung lidu phép noi soi. Sau d6, vide st dung
terlipressin dé diéu tri bién chimg thuc quan thuong la mét liéu phap bd tro cho viée c¢dm
mau ndi Soi.

- Piéu trj cho bénh nhin méc hoi chimg gan thén typ 1 dang duoc xem xét dé ghép gan.

Liéu diing va cich dung:

Chi str dung duong tiém tinh mach

Nguai lon

Diéu tri chay mdu thuc quan

Liéu khéi dau 1 — 2 mg terlipressin acetat (twong dwong 8,5 — 17 ml dung dich), tiém tinh
mach.

Liéu ding c6 thé tinh theo can ning:

- Can ning dudi 50 kg: liéu khoi dau terlipressin acetat 1 mg (8,5 ml dung dich)

- Cn niing tir 50 dén 70 kg: lidu khoi ddu terlipressin acetat 1,5 mg (12,75 ml dung dich)

- Can nang trén 70 kg: liéu khoi dau terlipressin acetat 2 mg (17 ml dung dich)

Sau khi tiém li¢u ban d4u, lidu duy tri c6 thé giam xubng con 1 myg terlipressin acetat mdi 4 —
6 gid. Liéu téi da terlipressin mot ngay khoang 120 mcg terlipressin acetat/1 kg trong lugng
co thé.

Dot diéu trj thuong kéo dai 2 — 3 ngay, tiém tinh mach trong thoi gian khoang 1 phut.

Diéu tri hoi chimg gan thén typ 1

Tiém tinh mach chdm 1 mg terlipressin acetat/lan mdi 6 gio, trong 7 — 14 ngay (két hop va&i
truyén tinh mach 100 ml albumin 20% hai 14n méi ngay trong 7 — 14 ngay)

Néu creatinin huyét thanh khong giam t6i thiéu 30% so véi gia tri tai thoi diém duoe chén
dodn hoi chimg gan than sau 3 ngdy, c6 thé tang liéu ti da 2 mg terlipressin acetat/lan mdi 6
gio. Tuy nhién, khong nén tang liéu & bénh nhan c6 tién st bénh tim mach ning, pht phdi,
thiéu méu cuc bé. Piéu tri nén duoe tiép tuc khodng 2 ngdy sau khi bénh nhén dat creatinin
huyét thanh < 132,6 pmol/l, hodc ngimng diu tri néu bénh nhan duoc loc mau hoic ghép gan
hoic creatinin huyét thanh van khéng giam sau 7 ngay diéu tri.
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Thoi gian diéu tri trung binh tiéu chuén 1a 10 ngay

Pé kiém soat cdc tac dung khéng mong muébn cta thude, cé thé phai tam dimg diéu tri
va/hodc giam liéu. Khi cac tac dung khong mong mudn giam nhe, terlipressin c6 thé dwoc
dung & liéu thip hon hoac gian cach thoi gian ding thude (mdi 8-12 gidr). Lidu thip nhat dugc
str dung trong cdc nghién ctru lam sang 12 2 — 3 mg terlipressin acetat/ngdy. Liéu t6i da dugc
nghién ctru (Nghién ctru TAHRS) 14 1,7 mg terlipressin moi 4 gio.

Tréem

Terlipressin khong duge khuyén cao cho tré em va thanh thiéu nién vi chua du dir liéu an
toan hiéu qua.

Ngwoi cao tudi

Str dung thin trong & nguoi trén 70 tudi

Bénh nhan suy than

Terlipressin chi nén sir dung thén trong & bénh nhén suy thin man tinh

Bénh nhan suy gan

Khong can chinh liéu & bénh nhan suy gan.

Chéng chi dinh

Mién cam vai bat ki thanh phin ndo cta thude.

Canh bdo va thin trong khi dimg thube

Terlipressin chi nén dugce sir dung thén trong va can theo doi chédt ch& bénh nhan trong cédc

troeong hop sau:

- Shock nhiém khuén

- Hen phé quan, suy ho hép

- Tang huyét ap khong kiém soat

- Bénh vé mach mau nio, mach ngoai vi

- Loan nhip tim

- Hoi chimg mach vanh cép tinh, suy mach vanh hoc tién sir nhdi mau co tim

- Suy than man tinh

- Bénh nhan trén 70 tudi vi kinh nghiém 1am sang trén nhém bénh nhén niy con han ché

- Phu ni¥ ¢6 thai

Ngoai ra, cdc bénh nhan giam thé tich mau thudng 6 phan img ting co mach, phan mg tim

khéng dién hinh.

Terlipressin c6 tic dung chéng bai nidu yéu nén cin theo dai chit ché & nhitng bénh nhan réi

loan dién giai vi bénh nhan c6 thé ha natri mau hoac ha kali mau.

Viéc str dung terlipressin can duoc thue hién & céc co s& y 1é ¢6 hd théng theo ddi tim mach,

huyét hoc va dién giai.

Terlipressin khong c6 tac dung déi véi chay mau dong mach.

Pé tranh hoai tir tai chd tiém, terlipressin can dwoc tiém dudng tinh mach.

Hoai tir da

Mt s6 truong hop thiéu mau cuc bd va hoai tir tai vi tri khong phai vi trf tiém da duoc béo

cé0. Cac bénh nhan tang huyét 4p tinh mach ngoai vi hodc béo phi quan st thdy hién tugng
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ndy nhiéu hon. Do d6, can hét stre than trong khi ding terlipressin trén déi tuong bénh nhéan
nay.

Xodn dinh

Mt sb truong hop kéo dai khoang QT va rdi loan nhip that bao gdm xoin dinh da duge bdo
cdo. Trong hdu hét truémg hop, bénh nhan ¢6 kéo dai khoang QT, réi logn dién gii (ha kali
mau, ha magie mau), st dung mét thube khac cling c6 tac dung kéo dai khoang QT. Do d6,
cn hét sirc than trong khi sir dung terlipressin & nhimg bénh nhan c6 tidn sir kéo dai khoang
QT, rbi logn dién giai, sir dung ddng thoi véi thube cling ¢6 téc dung kéo dai khoang QT (nhu
thube chéng loan nhip nhém IA va III, erythromycin, thudc chéng di tng, thube chéng trAm
cam ba vong, thude gy ha magie mdu hoic ha kali mau (nhu mot sé thude loi tiéu)

Can than trong ddc biét trong diéu trj cho tre em, thanh thiéu nién, nguoi cao tudi vi kinh
nghiém 14m sang, lidu diing khuyén cdo trén nhém nay con han ché.

Thube nay c6 chua it hon 1 mmol (23 mg) natri trong modi ml, vé co ban duoc xem nhu
“khéng chira natri".

Sir dyng thudc cho phu ni¥ ¢6 thai va cho con bi

St dung thudc cho phu nir cé thai

Viée str dung terlipressin khong dugc khuyén céo trong thai ki do terlipressin da duoc chimg
minh la gdy co bop tir cung va ting ap lyc tir cung trong giai doan ddu cia thai ki va c6 thé
lam gidm lwu lwgng méu tir cung. Terlipressin ¢6 thé ¢é hai cho thai ki v thai nhi. Say thai tu
nhién va di tdt thai nhi da duoc thiy & thé sau khi dung terlipressin.

Do dé, terlipressin chi nén duoc sit dung & chi dinh dic biét khi chay méau khong thé kiém
sodt duge bing liéu phap ndi soi, dic biét 12 trong 3 thén g dau thai ki.

Sir dung thuéc cho phu nir cho con bii

Sw bai iét terlipressin vao sita chua duge nghién ciru & dong vét. Do véy, nguy co cho tré bu
me khéng thé duoc loai trir. Quyét dinh tiép tuc/ngimg cho con b hay tiép tuc/ngimg didu tri
béng terlipressin chi nén dwge dwa ra khi can nhéc loi ich cia viée tré bt me véi lgi fch cua
terlipressin ddi voi phu nit.

Anh hwéng cia thude 1én khi nang lii xe, vin hanh may moc

Terlipressin 6 thé gy dau diu, co giat trong mot s6 it truong hop.

Twong tic, twong ky ciia thube

Tuong tdc ciia thubc

Terlipressin 1am tang tic dung ha huyét ap ctia thudc chen beta giao cam khéng chon loc trén
tinh mach cira. Sir giam nhip tim, cung luong tim do terlipressin ¢6 thé do su trc ché phan xa
clia tim théng qua day than kinh giao cam. Pidu tri ddng thoi véi cdc thude lam cham nhip
tim (nhu propofol, sulfetanil) ¢ thé lam ch@m nhip tim nghiém trong.

Terlipressin ¢6 thé khéi phat réi loan nhip thét bao g0m xodn dinh. Do d6, can hét strc than
trong khi ding terlipressin & bénh nhan ding déng thoi voi thude kéo daj khoang QT, nhu
thube chéng loan nhip nhém IA va III, erythromycin, mdt s6 thude chéng di tmg, thube
chéng trdm cam ba vong, thubc gy ha magie hodc gdy ha kali méu (nhu thubc loi tiéu)
Twong ky ciia thubc
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Do khéng ¢6 céc nghién ciru vé tinh twong ky ciia thube, khong tron 1an thude nay véi cac

thudc khéc.

Tédc dung khéng mong muén ciia thude

Béng tém tit cac phan ung c6 hai dugc phan nhém theo tAn suit: rét thuong gap (ADR >
1/10), thuong gép (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/1000
< ADR < 1/10000) va rét hiém gip (ADR < 1/10000);

Hé co quan | Tin suit Tdc dung khéng mong muédn |
RO loan | it gap Ha natri mau néu khong duoc theo doi
chuyén héa va | R&t hiém gép | Tang duong huyét
dinh duéng
R&i loan hé Thuong gip | Pau dau
thén kinh It gap Co giat
Rit hiém gap | Bt quy
R6i loan hé Thuong gdp | Loan nhip thét, loan nhip trén that, cham nhip tim, d4u hiéu
tim mach thiéu mau cuc bd trong dién tim do
Tang huyét 4p, ha huyét 4p, co mach ngoai vi, thiéu mau
ngoai vi, xanh tim ngoai bién.

It gap DPau thit nguc, tang huyét ap cap tinh, dac biét & nhimg
bénh nhan ¢6 tién sir tang huyét dp, rung nhi, ngoai tam thu
that, loan nhip nhanh, dau thét ngure, nhéi mau co tim, tran
dich mang phéi, suy tim, xofin dinh
Thiéu mau dudng rudt, xanh tim ngoai bien, béc hoa

Rét hiém gip | Thiéu mau co tim

Réi loan it gap Dau nguc, co that phé quan, suy ho hép

duong ho hip | Hiém gap Khé the

ROi logn tiéu | Thuong gap | Co that ving bung thoang qua, tiéu chay thodng qua
hoa It gap Buon nén, nén thoang qua

Réi loan da va Thuong gap | Xanh xao

mob mém It gap Viém hach bach huyét, hoat tir da tai vi tri khdc vi tri tiém
R6i loan hé | Thuong gap Pau bung (& phu nit)

sinh san

Phu n@t o | It gap Tang truong Iye tir cung, thiéu mau cuc bo tir cung
thai, giai doan Khédng rd Co thét tir cung, giam luu [wgng mau tir cung

héu san

R&i loan | It gap Hoai tir da cuc bo

chung

M6t so truong hop kéo dai khoang QT, rdi loan nhj p thét bao gdm xoén dinh da dwoc bao

cao.

Mot sb trudm g hop thiéu mau cuc bo, hoai tir tai vi tri khéng phai vi tri tiém ciling da duogc bdo

cao
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Théng bdo ngay cho bdc sy hodc duoe st khi 8dp cdc tic dung khong mong muén nhw trén
khi stk dung thuéc hodc bio cdo cde phin teng cd hai cia thude vé T, rung tim Théng tin
thude v Theo dbi phin ung cé hai ciia thuéc (ADR) Quéc Gia,

Bja chi: 13 - 15 Lé Thanh Téong - Hoan Kiém - Hg Ngi.

Dién thogi: 024.3.9335.61 8; Fax: 024.3.933 5642;

Emaﬂ.'df.pvcenter@gmafl. com

Qui lidu va cich xir tri

Khong nén virgt qua liéu khuyén céo trong moi trudng hop, vi nguy co tic dung khong mong
mudn nghiém trong trén tuin hoan Ia phu thude vao lidu.

Con tang huyét ap nghiém trong dic biét & bénh nhan ting huyét 4p ur trude ¢ thé duoc
kiém soét bing thuc chen alpha giao cam, vi du 150 meg clonidin tiém tinh mach.,

R6i loan nhip tim cin duge diéu trj bing atropin.

Dic tinh dwge Iye hoe

MaATC: HO1BAO4

Nhom tic dung duwoc {¥: Hormon tac dung toan thin, hormon thuy sau tuyén yén,
vasopressin va cdc chit twong tu

Terlipressin trc ché tang huyét 4p tinh mach ctra, dong thoi giam luu lrong mau trén finh
mach ctra.

Tién hormon terlipressin khéng cé hoat tinh s& tir tir gia phong lysine - vasopressin ¢ hoat
tinh sinh hoc. Chuyén héa va thai trir didn ra dong thoi va trong khoang thoi gian tir 4 - 6
gid. Do d6, néng dd van tiép tuc trén lidu hiéu qua t6i thidu va dudi néng dd doc hai.

Téc dung cy the cua terlipressin duoc danh gid nhur sau:

Hé tiéu héa

Terlipressin lam tang truong lie ciia cic té bao co tron mach mau va ngoai mach. Sy gia ting
suc can mach mau dong mach dan dén phu. Vige giam cung cap mau dong mach dan dén
giam &p e trong tinh mach cira. Co rudt co bop dong thoi lam tang nhu ddng rudt. Thanh co
clia thue quan ciing co lai din dén gidn tinh mach.

Théan

Terlipressin chi c6 3% tac dung chéng bai niéu ciia vasopressin tu nhién. Luu thong mau qua
than tang Ién, tuy nhién 13 trong tinh trang giam thé tich.

Huyét ap

Terlipressin gay ra hiéu img huyét dong chdm kéo dai 2-4 gig. Huyét 4p tam thu va tam
truong tang nhe. Tang huyét ap manh hon da dugc quan sat thdy & bénh nhan tang huyét ap
thén va xo cimg mach mau noi chung.

Tim

Tét ca cc nghién ctru béo cao rdng khong ¢6 tac dung gdy doc cho tim duge quan sat, ngay
ca vai liu terlipressin cao nhét, Nhimg anh huéng dén tim, nhu nhip tim cham, ré loan nhip
tim. suy mach vanh, cé thé xay ra do phan xa hodc tic dong truc tiép han ché dén mach miu
cua terlipressin.

Tt cung

Terlipressin giam déng ké luu lrong méu co tir cung va ndi mac tir cung.
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Da

Téac dung co mach cua terlipressin lam giam dang ké luu thong mau dudi da. TAt ca cac
nghién ctru bdo cio théy da xanh nhot trén mit va toan bd co thé,

Tom lai, téc dung duge ly chinh cua terlipressin 1a tc dung huyét dong va tac dung cua né
déi véi co tron. Higu qud tap trung cua terlipressin trong didu kién giam thé tich tudn hoan 1a
tde dung phu mong muén & bénh nhan bi gian tinh mach thye quan.

Dic tinh dwge dong hoc

Sau khi tiém tinh mach, thai trir cia terlipressin tuan theo dugc dong hoc béc hai. Thoi gian
ban thai trong huyét twong dugc tinh 13 8-12 phut trong giai doan phan bb (0-40 phut) va 50 -
80 phut trong giai doan thai trir (40-180 phut). Vige giai phéng lysin-vasopressin duoe duy tri
trong it nhat 180 phut. Do sy phén tach cta cde nhém glycyl tir terlipressin, lysin-vasopressin
duoc giai phéng chim va dat néng do t6i da sau 120 phit. Nuée tiéu chi chia 1% lidu
terlipressin, diéu nay cho thdy su trao déi cht gén nhu hoan toan béi endo- va exopeptidase
ctia gan va than.

Quy cich dong gbi:

Lo 8,5ml. Hop 1 1o, 5 10,10 1o, 20 lg, 50 lo.

Bdo quin: Trong bao bi kin, trinh 4nh sang, bao quan lanh nhiét 6 2-8°C

Han ding: 36 théng ké tir ngay san xut.

Tiéu chuin chit lrong: TCCS

Nha san xuit

crciun
Céng ty cb phin Duge phim CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xd Vian Binh, huyén Thudng Tin, thanh phé Ha Noi
BS3. T10/2025
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