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Lwu y:
Thuoc nay chi ding theo don thubc.
Dé xa tim tay tré em.
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- Neoamiyu”

Dich truyén acid amin cho bénh suy thén

Boc ky hwéng dén st dung trréc khi dung. Néu cin thém théng tin, xin héi y kién bac s

Str dung trwérc ngdy hét han ghi trén nhan.

[THANH PHAN CONG THUPC THUOC]
Neoamiyu chira nhirng thanh phan sau:

Thanh phin hoat chét Ham lwong tl:::)g méoi tui (200

L-isoleucin [ 1,500 g
L-Leucin ; 2,000 g
L-Lysin acetat 1,400 g
L-Methionin 1,000 g
L-Phenylalanin 1,000 g
L-Threonin 0,500 g
L-Tryptophan 0,500 g
L-Valin 1,500 g
L-Alanin 0,600 g
L-Arginin 0,600 g
L-Aspartic acid 0,050 g
L-Glutamic acid 0,050 g
L-Histidin 0,500 g
L-Prolin 0,400 g
[L-Serin 0,200 g
|L-Tyrosin 0,100 g
[Glycin 0,300 g
{Téng Irong acid amin 12,200 g
[ Nong d6 acid amin | 6,100 ki/tt%
Thanh phin t4 duoc Ham lworng trnglr_i)g moi tai (200
L-Cystein ; T G050 g
Natri bisulfit 0,050 g
Acid acetic bang (diéu chinh pH) vira da

Ham lwgng Nito toan phan: 8,1 mg/mL.

Néng dd acid amin ty do toan phan: 5,90 kl/t%

Acid amin thiét yéu/ Acid amin khéng thiét yéu: 3,21

Cac chét dién gidi: Na* : khodng 2 mEg/L
CH3C0O0O~ : khoang 47 mEg/L

[DANG BAO CHE]

Dung dich truyén tinh mach. 4 ‘ N
Neoamiyu 13 mdt dung dich khéng mau, trong sudt, duoc dung dé& tiém
t

/&n. pH va ty 1& ap suét thém thau nhw sau:
pH Ty I8 ap suét tham thau
#2

66-7.6

M ta bao bi (Tai nhya)

Tiéu chuén cia tdi nhya dyng Neoamiyu nhu sau:

Dung tich tréng con lai cta ti
Tui nhya 200 mL # 250 mL

{chiéu cao ctia dung dich khi déng trong tui la 45 cm)

[fQuUY CACH BONG GOi]
Tai 200 mL

[CHI DINH]

Cung cép céc aciq amin cho bénh nhan suy than cip va mén trong céc
tr;)?ng\ Bglp sau: thiéu protein méu, suy dinh duéng, trrérc valhode sau khi
phau 4

[LIEU DUNG, CACH DUNG]
1. Suy thdn man
(1) Liduthuéng ding che ngudi Iom 14 200 mL mét 1&n mi ngay, truyén
tinh mach ngeai vi nhd giot cham & bénh nhan suy than man. Téc
do truyén théng thurong fa 200 mL trong 120 phut dén 180 pht,
nén cham hon dbi véi tré em, ngudi gia hay ngudi bj bénh néng.
Liéu c6 thé didu chinh 1y theo d6 tudi, thé trang hay can nang cta
bénh nhan. Bdi v&i bénh nhan loc mau, thubc Gugc truyén vao bén
tinh mach ctia tudn hoan thAm tach, bét du tir 90 dén 60 phat
trieGe khi hoan thanh viée chay than. D8 céc acid amin duoc s
dung c6é higu qué trong co thé, néng lugng cung cap it nhét phai
14 1500 kcal/ngay.
(2) Trong treérng hep thube dugc chi dinh ding cho nuéi dwdng toan
phan ngoai duéng tiéu héa (TPN) & ngudi Iém, lidu khuyén ding
Ja 400 mL/ngay. truyén nhé giot vao tinh mach trung tam. Lidu cd
thé thay doi tly tudi, triéu chirng hay can niing ctia bénh nhan. Dé

2. Suy than cap

cac acid amin dugc sl dung c6 hiéu qua trong co thé, phai cung
¢Ap It nhat 500 kcal néng lwgng phi protein cho méi 1,6 g nito dua
vao (200 mL Neoamiyu).

Neocamiyu duwoc chi dinh dung cho nudi dudng toan phén ngoai
dudng tiéu héa (TPN) & ngudi lon bang cach truyén nhé giot qua
dwéng tinh mach trung tam, vei lieu khuyén dung la 400 mL/ngay. Lieu
c6 thé thay ddi tuy theo dd tudi, tridu chimg va can nang cla bénh nhan.
Pé céc acid amin duee st dung cé hiéu qua trong co thé, ph_al cung
cép it nhét 500 kcal ndng lirgng phi protein cho moi 1,6 g nito dwa

vao (200 mL Neoamiyu).

[CHONG CHI B|NH] (Neoamiyu chdng chi dinh trén cac bénh nhan sau)

1.

& hon mé gan (viéc sir dung thudc co thé lam ri

Hén mé gan hoéc c6 th { I uoc co the
n thém tram trong dan den hoac lam tram trong

loan can bang acid ami
hén mé gan). ) i
Tang amoniac huyét (Dw hop chat chira nito c6 thé Iam nang thém
chizng tang amoniac huyét).

Réi loan bAm sinh trong chuyén héa acid amin (cac acid amin dwa
vao co thé khdng dugc chuyén héa lam céc triéu chirng nang thém).

[CANH BAO VA THAN TRONG KHI DUNG THUOC]

1.

Than trong khi ding (ché pham phai dwec ding mét cdach than

trong cho nhirng bénh nhén sau)

(1} Réi loan chirc nang tim hodc tim mach (lwu leong tudn hoan ting
gay ganh nang cho tim va lam nang thém cac triéu chirng).

(2) Tén thwong gan hodc xuét huyét da day rudt (gay tich Iy qua mirc
acid amin hodc tdng amoniac mau). ;

(3) Réi loan dién giai nang hoac mat thang bang acid-bazo (cac trigu

‘ chirng ¢6 thé ndng thém khi ding thudc),

Théan trong chung

(1) Dung Neoamiyu cho bénh nhan khi chét dinh dwéng khbng dwoc
cung cap di qua dudng miéng hay duwdng tiéu héa, ma can phai
nudi bang ngoai dwéng tiéu hoa.

(2) Co bao cao ghi nhan rang vigc tang amoniac huyét hoac réi loan y
thtrc co thé xay ra khi viéc dung ché phadm acid amin thiét yéu cho
suy than 1a ngudn cung cép nito duy nhat. Vi 1§ dé nglrng diin
Neoamiyu ngay néu cham phan tng khi néi hodc théy ¢ méot bé%
thwrong nhu gidm téc d6 va cac cir dong ty chd trong suét qua

( trinh dieu (;ri. i 5

3) Trong tredng hop hiém, c6 thé gay cac phan tng qua m i8
trong va co that phé quan do Neoamiyu%é chL’Pagn%tri bii.rl]lﬁr;?hlem

gg’ dﬁng cho ngwdi lon tudi X

i chung cac chirc nang sinh Iy déu giam & ngudi gia. Nén sd

Neoamiyu théan trong, vi dy nhw gidm li%u. e =) =k dung

Sl.‘)r dung cho tré em

(1} Chura xdc dinh dugc do an toan clia thudc nay & tré em (ch ;
kinh nghiém 14m sang). d (S faon

(2) Néi chung, chuyén héa clia nhigu acid amin khac nhau chwa phat
trién day dii & tré em, diic biét & tré so sinh va tré méi sinh nhe
cén. Can than trong, nhw theo di cdn théan ti mi cac dau hidu |am
sang va cac gia trj trong phéng thi nghiém, 1am cham st dung
thude hodc giam lidu.

Chu y khi str dung

(1) Trwéee khi ding:

1) Vigc hinh thanh tinh thé ¢4 thé xay ra trong dung dich. Trong
trwdng hop nay ham néng dung dich lén 50°-60°C dé lam tan
tinh thé. Sau d6 lam ngudi dung dich dén nhiét do cia co thé
va st dung.

2) Khéng dwoc sir dung dung dich khang hoan toan trong suét.

3) MGt khi da mé nap, thubc phai dugc st dung ngay va thubc
thira khéng dugrc st dung lai.

(2) Trong khi diing:

1) B_énh nhan suy than man ma khéng phai loc mau, truvéce khi
didu trj nén giam 5 dén 10 g protein tir sé lrong dam cé trong

~ thire an cho méi 200 mL Neoamiyu.

2) Thubc chira khodng 2 mEqg/L Natri va 47 mEg/L acetat. Trong

truong hop ding mét lugng In hodc cd phdi hep véi mat

dich truyen cé chat dién gial cin phai kiém tra s\ cén bang

dién gial trong cor thé.
(3) Téc aa tlégm: so i
_Truyén tinh mach cham.
z;l;ar& ':Bqng khi thao tac
6ng si¥ dyng khi dung dich bj ng dich bj re

hodc c6 giot nirdre tim th Y !‘: ma'ng?}a'gi‘;gﬁ S e e
(2) Khdng m& mang bao bén ngoai cho 161 khi sin sang st dung

nham ngan nglra dung dich bj di mau (Cé chit khir oxy dugc dat




& bén tronc% dé gir tinh &n dijnh cta dung dich).

(3) Thao tdc can than khdng lam rach mang bao, vi dung dich co thé
bién mau néu mang bao b rach,

(4) Cothéd tiém Neoamiyu ma khéng cin kim thong khi.

(5) Khéng st dyng néu dAu niém phong trén nit cao su bj béc vé.

(6) Cam kim tiém theo chidy thang dirng vao vi trf cAm kim (mat lm
cua nut cao su. Néu kim tiém bj cdm chéo, dung djch thudc ¢ thg
bi nhidm béi ménh v& cia nut cao su hodc bj chay vac vach ban
trong, ho3c kim tiém c6 thé xuyén qua tGi nhyra, két quéd 1A dung
:r“iCh bi 10 ri. Ngoai ra, khéng cdm kim lai nhidy 1An tai cing mét vj

(7} Vach chia 46 trén cla t
huéng dan.

(8) Neoamiyu khéng duge diing voi he thdng bd ddi ¢6 st dung 4
oamiyu k : g éng
nbi hinh chir U. Trong trweng hep hai ti cAn dugc truyén cing luc
hogc lién tyc, thi nén dung day truyén uén hinh Y.

gsu' DUNG CHO PHY NIF CO THAI VA CHO CON BU]

SUr dung thuéc nay & phy ni¥ khi ma i hod i doi hoi
g _ ng thai hodc ¢6 thé c6 thai doi hoi
Phai can nhic gitra Igi leh va nguy oo co thé '
5 gg 6an toéén cla thube nay tronggth;i ky). o e
i N9 nen dung cho me trong thei ky cho con by, Ty hié 4
t:}ué‘c phai dung Neogmiyu. thi nén ngirng cho con bu {Dné ;:'lonéér:l &aat
thuoc nay cho phy nar trong thei ky cho con ba chua dugc xac dinh).

E\?gg} HUGONG CUA THUOG LEN KHA NANG LAI XE, VAN HANH MAY

Chwra c6 bang chirng v& anh hudn
may moc.

Ui nhya chi nén Guoc sty dung nhw mét

9 cla thude 18n kha nang 14i xe, van hanh

[TUONG TAC, TUONG KY CUA THUOC]
1. Twong tac cta thubc
Khéng co.
2. Twong ky cua thuéc
Kpi trén cac thuc‘)c‘ khac vao trong dung dich, phai dam bao khéng co
dau higu cia sy két tia hoic twong ky gitra cac thanh phan.

[TAC DUNG KHONG MONG MUON CUA THUOC]

Trong tong s6 318 bénh nhén, c6 10 ngudi (3,1%) gap phan tng cé hai va
téng cng 15 trrérng hop phan tng o6 hai (4,7%). Nhirng phan trng chi yéu
1a budn nén (1,9%), nén (0,6%), nhirc dau (0,6%} va nhiém acid chuyén hoéa
(0.6%). Nhirng thay doi bat thuéng vé céc gia trj trong phéng thi nghiém
duoc bao cao la gidm HCO3™ (3 trwdng hop; 0,9%), ting AST (GOT) (1
trieérng hop; 0,3%) va tdng amoniac trong mau (1 treérng hop; 0,3%) (tai
théi diém san pham dwoc phé duyét). : i
Trong mot khao sat sau ban hang, phéq trng phu (bao gom ca céac Eet ua
thi nghiém bét thwdng) dugce bao cao & 98 tredng hop (3,34%) trén tong
$6 2,936 trrong hop. Phan ng phu chu yéu gém co tang BUN (23 tnréng
hep; 0,78%), tng AST (GOT) (20 trwérng hop; 0.68“_/0), tang ALT ((DBPT) (16 7
trueéing hep: 0,58%), réi loan chire nang gan (13 trweéng hop; 0,44%), buon

non (11 trrng hop; 0,37%), tang creatinin mau (8 truéng hop; 0,27%), téng -

iac huyét (7 treéng hop; 0,24%), nhidm acid chuyén héa (6 truong
ﬁg‘ o;n{;?;O“/:)% nb(n 4 tru’d%g herp; 0,14%), va chan &n (4 trwdng hop; 0,14%).
(Két qua & cubi dot khao sat).

trng c6 hai khac : Wi
nzg ggpp;:z':i cécgphén Eng ¢o hai sau day can phai ap dung cac bién phap
phu hgp nhu ngirng diing thubc.

Chuwa xac
' Tir 0,1% t&i < 5% it hon 0,1% dinh
an c: v May day lan
Qua man cam Nglra, phat ban tc‘)ay y ]
tidu hoéa |Budn ndn (dé non),
one nén, chan an 53|
Gan R&i loan chirc nang
gan
Thén Tang creatinin
@ huyét, tang BUN £ T
Tim mach Khé chiju & ngyc a6
Liéu cao Nhiém acid
truyén nhanh :
Céz phan irng |Nhiém acid chuyen Sb'Tf/ nhtrc dau, ngat lt..haér;‘hhgﬁrgrl
h ; tang amoniac |mQ B 16N
i fr:gyalél gi%m chay nuéc mdi nguoi, carg
bi rbonat giac bang
i d4u, dau
mach

Thong bao ngay cho bac sy hoac dwec sy nhigng phan tng c6 hai gap
phai khi sir dung thuoc.

[QUA LIEU VA CACH XUF TRI]
1.

e i liu v s dung thudc qua 8, khéng dang qus lidu ch

inh cu bc.
TRl S ot et v .0 et L
hop ding mdt lwgng lon hoac co p ) Vo mi
dfuéﬂ giéigcén phai kiém tra sy cé_x}_tgéng dién giai trong co thé.
. Céch x tri khi dung thuoc qua lieu )
: Tich cyc theo doi dé co bién phap xu tri kip thoi.

[THONG TIN VE DUQC LY, LAM SANG])
1. Dac tinh dwegc lyc hoc

M3 ATC: BOSBAD1 i

Nhém dwere ly: Acid amin

i J thén man co

1) Neoamiyu dugc tiém vao trong phic mac chudt suy thg

L ché do gn gié?ﬁ protein trong 12 tuan. Thubc cai thién dinh dudng

. va vAn duy trl chirc ndng than. : '

(2) Nebamlyuyduqc iém vao tinh mach trung tam ciia chuot bj suy than
cAp va man: khong thay tang ndng 6 amoniac huyét da dugc ghi
nhan khi str dung cac ché ph&m acid amin thiét yéu. Thém \;ao do,
viéc thay d6i nbng d¢ amino acid tw gg trong huyét tong h u nhu

s khoang gi&i han binh thuéng. . . bl 27
(3) rl:li':z:ﬁgg'tié?n vgogﬁnh mach trung tdm cua chl:|¢t bj suy than man
dang dwoc loc mau qua phic mac da ngén cdn sy giadm protein
huyét tweng. : ) % o
iyu liém vao tinh mach trung tam cia chugt bi suy than ma

W yg ?a‘aarfr:1 gxlrfnglsu két hop cta Leucin dugc danh dau 15N vao protein
clia cor va huyét twong, va lam gidm bai tiet 3-methylhistidin qua
nuéce tidu. i ‘ :

(5) Neoamiyu tiém vao tinh mach trung tdm cta cho bj suy than man
1am cél thién sy can béng nito’ trong khi dé van duy trl mire nito cla
uré trong huyét twong thap. Thudc khdng gay triéu chl;mg nén hodc
budn ndn 14 cdc triéu chirng da gdp vdi cac ché pham acid amin
thiét yéu. ;

2, Pac tinh dweec dong hoc

ﬂbﬁg} dé tror?g hu"\)/étgtuong cuia cac acid amin trén ngwol tinh nguyén
khde manh sau khi truyén tinh mach Neoamiyu 200 mL trong 2 gi& va
400 mL trong 4 gi¢» da dugc xac dinh. Nong do trong hu_yet gu’o'ng cua
cac acid amin thiét yéu, arginin va histidin tang ngay 1ap t&c sau khi
truyén tinh mach céc liéu trén. Nhirng néng 46 nay nhanh chéng gidm
xuang trong vong 2 gi¢ sau dé va tré lai binh thuedng 24 git sau kh}
truyén tinh mach. Khéng c6 thay ddi dang chi y nao ddi véi ndng do
cia céc acid amin khac trong huyét twong. e .
Ty 18 bai tiét qua nwdc tidu caa cac acid amin trén nguoi tinh nguyén
khde manh sau khi truyén tinh mach Neoamiyu voi lieu 200 va 400
mL @& dwoc xac dinh tir thei diém bat dhu didu tri cho dén 6 gi&r sau
khi két thic didu tri. Tong ty I& acid amin bai tiét trong nuée tidu chi
chiém 2,63% va 1,89% twong (ng lidu ding néi trén.

3. D@ ligu tir cac thir nghiém lam sang

a. Nghién ciru so sanh trén lam sang
Mot nghién clru ddi chirng cia Neoamiyu so véi Amiyu, mot ché
phdm acid amin thiét yéu dé tiém trong bénh suy than, da tién
hanh & bénh nhan tham tach ma ¢6 bénh than man tinh. Két qua
da chirng minh dugre hidu lige va loi ich cia Neoamiyu:

Ty 18 higulye | TYI8colodich
(“cd higu lyc” hoge| ("8 l0tic
thém chi t6t hon) tham chi tét hon)
Neoamiyu (66 rvong hop) |  78,8% (52/66) 78.8% (52/66)
Amiyu (72 tredng hop) 68,1% (49/72) 66.7% (48/72)

b.  Nghién ciru lam sang téng quat
(1) Truyen vao tinh mach ngoai bién

1) Hiéu Iuci va cd lgiich cua Neoamiyu khi sl dung & 56 bénh
nhan tham tach:

B Ty 1& cé loi ich
Ty 1& hidu lwc ¥. ¥ .0 M
(“c6 higu lyc™ hoge| | °"’h';"‘éc'°"
thém chi tét hon) tham chi tét hon)
200 mL (29 bénh nhan) 75,9% (22/29) 75.9% (22/29)
300 mL (27 bénh nhan) 70,4% (19/27)

70.4% (19/27)
2) Hiéu lycva co lgi Ich cua Neoamiyu khi sir dyng & 23 bénh

nhan khong tham tach:
Tylehisulye | T9.%cblgiich
(“cé_: hiéu_lw‘c" hoac { °6h|§;.;é‘:h
tham chi tot hon) tham chi tét hon)
s them tach @3 B8N 3 00 (1723) | 73.0% (17123)

(2) Truyen vao tinh mach trung tam
Ty IQ ¢d hiéu lyc va ¢ loi ich clia Neoamiyu & 58 bénh nhan
c6 bénh thdn man tinh va 11 bénh nhan c6 b&nh than cip tinh:

s e Ty 1& c6 I ich
Ty 1@ hidu lwc “ 1 [eh” had
(c6 higu e hoge, ("0 10t ich” hoac
, tham chitéthon) | Wam
Man tinh (58 banh nhan) 86,2% (50/58) 91,4% (53/58)
Cap tinh (11 bénh nhan) 100,0% (11/11) 100,0% (11/11)
BIEU KIEN BAO J i
[T o AO QUAN, HAN DUNG, TIEY CHUAN CHAT LUOING A

1. Biéu kién bao quan: Bao iet do i
i - Bao quan & nhigt do dugi 30°
g. Han dung: 36 thang ké tir ngay san Euét? =
- Tiéu chuin ch4t lrong cla thube: Tidu chudn cO s¢

[TEN, BIA CHI CUA o s¢ SAN X

?;LPHAF:IMACEUTICALS CO.,LTD UAT]
SO chinh: 31- I i-hart

ux 3j 1, Nlhonbashl-hamacho 2-chome, Chuo-ky, Tokyo Nhat

Nha may san xudt: i i, Shi : ,

N ;juyys X 235, Miyakam;, Shlmizu-k}s, Shjzuoka_—'s@i, Shizuoka,




