BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Tu do - Hanh phiic

GIAY TIEP NHAN
HO SO THONG TIN THUOC

Cuc Quan ly Duoc - Bo Y té
Da ti€p nhan hoé so dang ky thong tin thuéec PN/FK/04-2017
Cua: VPDD Fresenius Kabi Asia Pacific Ltd. tai TP. H6 Chi Minh
Dia chi: Lau 19, s6 35 Nguyén Hué, Quan 1, TP. Ho Chi Minh
bién thoai: 08 3914 2541
bPang ky thong tin thuéc: Aminosteril N-Hepa 8 %
Hinh thic théng tin thudce: Tai liéu thong tin cho can bo y té
S6 gidy ti€p nhan: 0110/17/QLD-TT
Ngay nhan da ho so hop 1¢: 10/7/2017 1{},/,.-

Ha N¢i, ngay/4.thang...f-nam 2017

KT. CUC TRUONG ,,
PHO CUC TRUG%/

\t;h!*_’_“_;s/
Nguyén Tat Dat

ro—
LR
y 1) w2 S A



m

Tai lidu théng tin cho can b y té
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Aminosteril® N-Hepa 8%
DUNG DICH BDAM TRUYEN TINH MACH
CHO BENH NHAN SUY GAN NGHIEM TRONG

K
Aminosteril* N- Hepa 8%

.J.m:ﬂch igm truyén tinh mact

!'! ml cantains

lm ) 21 conlent 2806
jEN'C:!* osmolars y 770 oSt

FRESEN|US .
lfh Kagy .‘,.:f

VN-17437-13

S6 gidy tiép nhan hd so dang ky tai lidu thdng tin thude ctia Cuc Quén Iy duge - B Y Té: X000UX X/QLD - TT.
Ngay ... thang ... ndm ...

Ngay ... thang ... nam ..., in tai igu

Tai liéu gbm co 4 trang. Théng tin chi tét san pham vui iéng xem frang 2 & 3.
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Tai lidu théng tin cho can bo y té

DUNG DICH BAM TRUYEN TINH MACH
CHO BENH NHAN SUY GAN NGHIEM TRONG

Aminosterile N-Hepa 8%

THUOGC BAN THEO DO'N.
DE TRANH XA TAM VO'l CUA TRE EM.

POC KY HUO'NG DAN SU’ DUNG TRU'O'C KHI DUNG.

Aminosteril N-Hepa 8%

Dung dich dam truyén tinh mach cho bénh nhan suy gan.

Thanh phan: 1000ml dung dich cé

Chi dinh:

Cung cép axit amin (dam) cho bénh nhan suy gan nghiém
trong co hoac khéng co trieu chirng viém nao, nhu mét
phan cla ché db nudi dudng qua dudng tinh mach, khi
nudi dudng qua dudong an hoac qua duong tiéu hoa
khéng day du hoéc do chdng chi dinh.

Chéng chi dinh:

Cang nhu tét ca céac dung dich chira axit amin, khéng st
dung Aminosteril N-Hepa 8% trong cac truong hop sau:
Réi loan chuyén hoa axit amin, toan chuyén hoa, thira
dich, giam natri mau, giam kali mau, suy than, suy tim mét
bu, séc, thiéu oxy. Tré em dudi 2 tudi.

Dung dich chi dung dé tiém truyén tinh mach. %
Liu gai v, trir khi co cac chi dinh khac:

1,0 dén 1,25 ml /kg thé trong (TT)/gio = 0,08 - 0,1 g axit

Puéng dung va Liéu dung:

L-isocleucine: 10,40 g amin/kg TT/gio.

L-leucine: 13,09 g Téc db truyén t6i da:

L-lysine acetate: 9,719 1,25 mi/kg TT/gi¢ teong duong vGi 0,1 g axit amin/kg

. TT/gior

b i 6889 Liu dung hang ngay t&i da:

L-methionine: 1,10g 1,5 g axit amin/kg TT tuong trng v&i 18,75 mikg TT hoac

N-acetyl-L-cysteine: 0,70g 1300 ml Aminosteril N-Hepa 8% déi véi nguai 70 kg TT.

= L-cysteine: 0,52 ¢ Dung dé truyén qua tinh mach ngoai vi hodc tinh mach

; trung tam.

L-phonelanine: 088¢ Truyén Aminosteril N-Hepa 8% I3 mét phan cdia ché do

L-threonine: 4409 nudi duéng toan phan qua dudng tinh mach co két hop

L-tryptophan: 0,70g véi bé sung day di nang lugng (cac dung dich duang,

L-valine: 10,08 g nhi trong mé), céac chét dién gidi, vitamin va nguyén to vi
e lurgng.

L-agiie: 072 D& t6i tru hoa viéc didu tri, cac dung dich dudng vashodc

L-histidine: 280g nhi trong mé nén truyén dong thoi voi dung dich axit

Glycine: 582¢g amin.

L-alanine: 4649 . ) .

L-prolioe: 5730 Aminosteril N-Hepa 8% co thé€ dugc chi dinh dé sur dung

: > lau dai tuy theo tinh trang clia bénh nhan hoac cho dén khi

L-serine: 2,249 kha nang chuyén héa axit amin & bénh nhan tré lai binh

Glacial acetic acid: 4429 thuong.

Nuéc pha tiém: v.d. 1000 ml Khong co dir liéu sir dung Aminosteril N-Hepa 8% ¢& tré

Ham lrgng axit amin: 80 g/l i

Ham Iugng nitrogen: 12,9 g/l Canh bao va than trong:

Nang luong: 1340 kJ/I = 320 kcal/l Theo ddi thuong xuyén dién gidi cia mau, can bang dich

NBng dé thaim théu Iy thuyét: 770 mosm/! thé' va Qén béang acid-base. Theo dt:")i_bang ?-{ét n'ghié.ml E:hi
s sd dudng mau, protein mau, creatine, cac xet nghiém

Chnstin o st chirc nang gan.

pH: 57-63 Pién giai va duong nén dugc chi dinh & liéu can bang va

truyén cung voi dam néu can bdng cach st dung 6ng
truyén song song hodéc trén trong tui dung dich hon hgp
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DUNG DICH DAM TRUYEN TINH MACH
CHO BENH NHAN SUY GAN NGHIEM TRONG

nhiéu thanh phan All-in-One.

Do co thanh phan dic biét, néu khdng dung dung dich
nay theo ding chi dinh co thé dan dén mét can bang axit
amin va réi loan chuyén hoa nghiém trong.

Viéc Ira chon truyén qua dudng tinh mach ngoai vi hay
tinh mach trung tam tuy thudc vao ndng dé thadm thau ctia
hén hgp sau khi tron 1&n. Gidi han chung c6 thé chdp nhan
dugc dé truyén qua dudng tinh mach ngoai vi la khoang
800 mosm/Il, tuy nhién co thé thay déi theo tudi, tinh trang

chung clta bénh nhan va dac diém cla tinh mach ngoai vi.

D& giam thiéu nguy co viém tac tinh mach trong khi truyén
qua tinh mach ngoai vi, nén thuong xuyén kiém tra vi tri
tiem.

S dung ¢ phu nir cé thai va cho con bu:

Chura ¢ tai liéu nghién clru vé tinh an toan khi st dung
Aminosteril N-Hepa 8% ddi véi phu nir o thai va cho con
bu. Tuy nhién, kinh nghiém st dung cac dung dich axit
amin truyén tinh mach tuong tu cho thdy khdng co nguy
co déi v&i phy nir o thai va cho con bu.

Né&n can nhac gitra lgi ich va nguy co trudc khi dung

Aminosteril N-Hepa 8% cho phu ntr ¢o thai va cho con bu.

Anh hwé'ng di véri kha néng lai xe va van hanh may:

Str dung Aminosteril N-Hepa 8% khong gdy anh hudng
ddi v&i kha nang lai xe va van hanh may.

Tworng tac thude:

Hién chua co tuong tac thuéc nac dugc bao cao.

Pha tr¢n voi cac thudc khac co thé lam tang nguy co
nhiém khu8n va nguy co khéng tuong thich gitra cac
thudc, vi vay khéng tron dung dich axit amin voi cac thude
khac, trir cac san pham dinh duéng truyén tinh mach ma
tinh tuong thich da dugc xac nhan.

Tac dung khéng mong muén:

Cang giéng nhu khi truyén cac dung dich uu truong qua
tinh mach ngoai vi, c6 thé xay ra viém tac tinh mach.

Hién chua co tac dung khdng mong mudn nac duoc bao
cao khi truyén dung dich dung cach.

Théng bao cho bac si nhirng tac dung khéng mong
mudn gép phai khi sur dung thuéc.

Qua ligu:

Aminosteril N-Hepa 8% la dung dich axit amin d& truyén
tinh mach. Khéng ¢6 nhiém doc cdp tinh néu str dung
thuéc theo dung huéng dan.

Truyén thudc qua nhanh qua tinh mach ngoai vi co thé gay

viém tac tinh mach (do ndng dd thdm thau cla dung dich).

Tuy theo mirc dd réi loan digu tiét do tién str bénh ly va suy
giam chirc nang gan, hién trgng budn ndn, non, on lanh
va mét axit amin gua duéng than

Tai liéu thong tin cho can bé y té

c6 thé gap & mdt sd bénh nhan sau khi diing qua liéu.
Néu gdp cac triéu chirng qua ligu trén, can truyén cham lai
hodc ngung truyén,

Bao quan:
Bao gquan ¢ nhiét dd khéng qua 30°C. Khéng bao quan
dbng lanh. Tranh anh sang.

Han dung:

3 nam k& tir ngay sén xudt.

Sau khi mé chai: truyén thudc ngay dé tranh nguy co
nhiém khuah.

Sau khi trdn voi thude khac: thude can dugc str dung
ngay dé tranh nguy co nhiém khuén. Théng thudng chi sir
dung hén hop dugc bao quan khdng quéa 24 gio & nhiét
dd 2-8°C, trir trrong hop thudc dugc trdn trong digu kién

bao dam v8 khuén. 4/{
Luuy:

Thudc truyén qua dudng tinh mach. Nén truyén ngay sau
khi mé& chai.

Aminosteril N-Hepa 8% nén dugec truydn bang cac thiét bj
truyén da tiét trung.

Chai dung dich chi dé& sir dung mét lan. Phan dung dich
khéng st dung hét nén bo di. Hon hgp con du lai sau khi
truy&n clng nén bo di.

Khéng st dung dung dich Aminosteril N-Hepa 8% da qua
han s dung.

Chi st dung khi thy dung dich con trong, khéng c6 vén
duc va chai khéng bj hu hdng.

Khong trén dung dich axit amin voi cac thude khac, trur khi
voi céc san phdm nudi dudng qua duong tinh mach, dé
phong nguy co nhiém khuén va khéng tuong thich. Khi
trdn cac dung dich khac nhu dung dich duong, nha
tuong mé, dung dich dién gidi, vitamin hodc cac nguyén
16 vi lurgng cung véi Aminosteril N-Hepa 8% dé co dugc
hén hop nudi dudng tinh mach toan phan, nén chu y bao
dam vo khudh, trén 1an hoan toan va dac biét |a bdo dam
tinh turong thich.

Boc ky hudng dan str dung truée khi dung. Néu cén thém
théng tin, xin hoi y kién bac si.

Trinh bay:
Chai thiiy tinh 250 ml va 500 m.

Séan xudt bai: FRESENIUS KABI Austria GmbH.

Hafnerstrasse 36, AT-8055. Graz. Austria (Ao)

Cong ty phan phdi tal Viét Nam: Céng ty C6 phan Du'orc Liéu TW2
24 Nguyén Thj Nghla, Quan 1, TP. H& Chi Minh. Tel: 1800 55 55 58
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