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5 ml FERRING

Sterile Diluent PHARMACEUTICALS
Dung méi pha lodng vo tring
Sodium chloride 45 mg

Hydrochloric acid for pH adjustment
Water for injection to 5 ml
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Rx Thuéc bén theo don

GLYPRESSIN 1mg/5mi

Terlipressin acetate
Bt déng khd da pha tiém tinh mach

Do not store above 30°C, protact from light and molsture.

Tha ready-to-use schution for injection shoukd be usad immed|atety.
Fasd carafully the instructions bafors usa.

Keep out of reach of children.

Do not usa for children.

Bdo qudn dudi 30°C, trinh &h adng vi trich dm.
Dung dich d& pha a4 tiém néa Buge sl dung ngay.
Bie k§ huémg dlin sik dyng e khi disng.
B xa thm tay tré am.
Khéng ding cho trk sm

Manufactured by and Product licensa hokder /
m:mnnnmgipnmmwlnw

V\ﬁmmu 11, D-zuos Klel, Bire Germany

Packaged by / Bdng gdi bin:

Farring Inemational Center S.A

Chemin da ia Vergognausaz, CH-1182 St Prax, Thyy 8§ MSwizerdand
Importar / Nhi nhip khiu:

VIMEDIMEX BINH DUONG

S6 18 L1-2 VSIP II, vémg 84 3, KCN Vidt Nam-Singapors 2.

Thi Dda M# finh Bink Dueng

BOK: - X000 100

= GLYPRESSIN

CN @inh, ciich ding, chng chl dinh
win 8o trong ¥ hudmg din sir dung

1mg

Hip 1 Ip b ddng khd
v 1 dng clung mdl (5 mi)

10mg

11 MBi bng dung mdi pha loding o tring chira:
MNatri chiorid.

A5 mg
vira 00 5 ml
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Title: Label GLYPRESSIN powd inj vial img VN

Document: Artwork

Code No: E-2008052361.01

Supersedes: NA

1 Packaging coordinator 2 Supplier Order number: 2008052361 _1

FERRING International Center SA Phone +45 8710 8710
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Rx thudc ban theo don

Glypressin®

Terlipressin acetat

Thanh phédn
1 19 bt chiva 1 mg terlipressin acetat, twong dwong 0,86 mg terlipressin.
Ta dugre cua lo bot: Mannitol (E 421), acid hydrochloric.

1 &ng dung mai chira Natri chlorid, hydrochloric va nwéc pha tiém.

Dang bao ché
Bét déng khé pha tiém tinh mach

Chi dinh

Gian tinh mach thwe quan xuét huyét.

Diéu tri hoi chieng gan than d8 1, duoc chan doan bdi sy suy gidm chirc nding than clp tinh ty phat, &
nhirng bénh nhan bi bénh xo gan ¢6 tréng nang.

Liéu lworng va cach ding

Bwong dang: Tiem finh mach .

Gian tinh mach thwe quan xuat huyét:

Ngudi Ién: Tiém tinh mach liéu khéi ddu 2 mg terlipressin acetat mbi 4 gi¢r. Nén duy tri diéu trj cho dén
khi kiém soat dugc viée xuat huyét trong 24 gid, co thé téi da dén 48 gi¢r. Sau lidu khdi dau, diéu chinh
li&u xudng con 1 mg tiém tinh mach médi 4 gi& & bénh nhan ¢é cén nang < 50 kg hodic| Néucd tac dung
phuy xay ra. =

Cong b tir hai nghj Braveno 1an ther 15 da khuyén cao thoi gian diéu tri dén 5 ngay.

Héi chirng gan than dé1

3-4 mg terlipressin acetat mi 24 gi¢r durgc chia lam 3 hoac 4 |an tiém.

Trong trudng hop khéng cé bat ky sw suy giam creatinin huyét twong sau 3 ngay diéu trj, khuyén cao nén
nguwng diéu trj véi Glypressin.

Trong trwdong hop khac, diéu trj bing Glypressin duoc tiép tuc cho dén khi ghi nhan dwgc ndng dd
creatinin huyét twong < 130 umol/L hodc creatinin huyét twong giam it nhat 30% so vdi gia tri dugc do
tai thevi diém chan doan hoi chirng gan than,

Thei gian diéu trj trung binh chuén 1a 10 ngay.

Chéng chi dinh )
Chéng chi dinh & phy nlr mang thai. Qua man voi terlipressin hodc bat ky thanh phan ta dwoc nao cla
thubc.

Canh bao va than trong dac biét khi sir dung ]
Boc ky hwéng dan st dung trwdrc khi dung. Néu can thém thdng tin, xin héi y kién bac si.
Thuéc nay chi dung theo don cta bac si.

Huyét ap, nhip tim va can bang dich nén dwoc theo dbi trong thdi gian didu tri. D& tranh hoai tt khu tra
tai vi tri tiém, phai tiém tinh mach.

Can than trong khi diéu tri & cac bénh nhan bj tdng huyét ap hodic da ghi nhan cé bénh tim. Khéng nén
dung terlipressin & nhirng bénh nhan bj sé¢ nhiém triing cé cung Iwgng tim thap.

Tré em va ngudi cao tudi: Nén than trong dac biét khi diéu tri & tré em va ngui cao tudi, vi kinh nghiém
& nhoém ngwei nay con han ché.

Chuwa c6 di¥ liéu lién quan dén lidu khuyén cao & nhirng nhém ddi twong dic biét nay.

Phu ni¥ ¢6 thai va cho con bu

Chong chi dinh diéu tri Glypressin khi mang thai (xem muc chéng chi dinh)

Glypressin cho thay gay ra co thét tlr cung va ting ap e trong t cung & giai doan ddu thai ky va co thé
lam giam Iwu long mau tir cung.

Glypressin c6 thé gay ra tac dung co hai cho phy ni¥ mang thai va phai thai




Chura 6 day du théng tin vé viéc Glypressin duoc tiét vao stra ngusi me. Khong nén ding Glypressin &
phu nir dang trong théi ky cho con bua.

Twong tac véi cac thude khac va cac dang twong tac khac

Terllpressm lam tang tac dung ha huyét ap cla cac thubc chen beta khéng chon loc trén tinh mach clra.
Dung déng théi véi cac thudc da duoc biét géay ra nhip tim cham (nhw propofol, sufentanll) c6 thé lam
cham nhip tim hon va giam ‘cung lwong tim. Cac tac dong nay gay ra bdi suw trc ché c6 phan xa hoat tinh
tim théng qua than kinh phé vi do huyét 4p tang cao.

Tac dong lén kha ning lai xe va van hanh may méc
Chua ¢6 nghién ctru duoc thiét 1ap vé tac dong clia thube 18n kha nang Iai xe va van hanh may moc.

Tinh twong ky
Chua ¢6 cac nghién ciru vé tinh tiong ky, thude nay khong duwoc tron véi cac san phdm thudc khac.

Tac dung khéng mong mudn

MedDRA
Phan loai hé co quan Thwédng gap It gap Hiém gap Chuwa biét
(Khéng thé du
Sw rdi loan (1-10%) (0,1-1%) (0,01-0,1%) doan tlr cac dyy
liéu san ¢b)
Giam Natri mau
Chuyén héa néu khéng kiém
soat dich
Hé than kinh Nhire dau
Tim Nhip tim cham Rung tam nhi Xoan dinh
Loan nhip ngoai .
tam thu that Suy tim
Nhip tim nhanh 3
Bau nguc ~
Nho6i mau co tim 3
Tran dich kém phu . ’ '
phéi \Eﬂ # K
Mach oo mach ngoal | Thigu mau rust B o
E{gf” MAau NGOl | y i tim ngoai bién
Mat xanh xao Chieng bbc héa
T&ng huyét ap o,
H6 hap Suy liét hé hap Kho thé —
PHONI
Suy hé hap | DIEN
Tiéu hoa Chyot rat bung Budn nén ngén han _HANH I”'
ngan han J{CHI MIN
Tiéu chdy ngan | Nén ngan han .
han '
Da va dw¢i da Hoai ti¥ da
Co that tl cung
Théi ky mang thai, san ky Giam lwu lwong
va chu sinh mau  nubdi e
cung
Toan than Hoai t noi tiém

Théng bao cho bac si nhirng tac dung khéng mong mudn gip phai khi st dung thubec.

Qua lidu




Khéng nén st dung qua liéu khuyén cao (2mg terlipressin acetat hodc 1,7 mg terlipressin/4 gi®) vi nguy
co xay ra cac tac dung phu nghiém trong phu thudc liéu dung.

Dwoc lwe hoc

Nhém duwoc Iy tri liéu: Hormon thily sau tuyén yén (vasopressin va cac chéat twong déng)

ATC: HO1B A04

Ban than terlipressin 1a mét chat co hoat tinh, nhung khi vao co thé, thuéc bi enzyme chuyén hoa tao
thanh lysine vasopressin. Lysine-vasopressin c6 hoat tinh sinh hoc dwoc phéng thich keo dai twr
terlipressin b&i enzyme sau khi tiém tinh mach. Sé it glycyl con lai cla triglycylnonapeptide da duwoc
chuyén thanh dang ty do mét cach lién tuc .Liéu 1 mg va 2 mg terlipressin cé hiéu qua lam giam ap lwc
tinh mach ctra va gay co mach.

Tac dung lam gidm ap e tinh mach clra va tinh mach don phu thudc liéu. Néu st dung liéu thap thi
hiéu qua co thé gidam sau 3 gid, trong khi di¥ liéu huyét ddng hoc cho thay ché dd liéu 2 mg c6 hiéu qua
hon 1 mg vi ché dé liéu cao c6 thé tao ra hiéu qua on dinh trong suét giai doan diéu trj (4 gi®).

Dwe¢c dong hoc

Dwoc dong hoc cla thudc theo mé hinh hai ngén. Thoi gian ban thai dwoc ghi nhan vao khoang 40
phl.'lt, dé thanh thai chuyén héa khodng 9 ml/kg/phut va thé tich phan bé khoang 0,5 L/kg.

Nbéng dé mong mubdn cda lysine vasopressun trong huyét twong dwoc ghi nhan ban dau sau khoang 30
phut va dat néng d6 dinh sau 60 dén 120 phut sau khi st dung. Do phan (¢ng ch gitva teflipressin va
lysine vasopressin xay ra 100%, khéng co phuo'ng phap dinh lwgng bang mi&n.d qb/ﬁhong xa (RIA -
Radioimmunoassay) d&c hiéu nao cho céac chéat nay.

Han dung
24 thang ké tir ngay san xuét.
San pham nén dwgc st dung ngay sau khi pha.

Bao quan
Bao quan dwéi 30°C trong bao bi gdc dé tranh anh sang va

Dé xa tim tay va tdm nhin cGa tré em.
Poc ky hwéng dan st dung trwde khi dung.

Qui cach dong goi '
Hop 1 o bét déng khé va 1 6ng dung méi (5ml)
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