
- AMINO ACID TNJFUSION -

AMIPAREN@ Infusion
< 10% Amino Acid Infusion >

Dcsignrtcd l)nrg. I'rescriptron Drug

Crution: Usc onlv rs directed bv a plrvsi

at a temperartr.[e not exceediLrg 30c.

f)u ilol u\\',rt,.r ,1,. crl'ir.,ri,,,r.l.ul

AINDICATIONS (AMIPAREN Infusion is

raindicated in the f'ollorving patients.)
( I ) Prticnts rvith hepntic conra or a risl< ofhepatic corrra

ll3ccause of inaclequete anrino acid rnctabolisrn, thc

patient's clinical condition may be rvolsened.]
(l ) Paricurs u,ith severe renal disorclcr or azotcntia

[The zLmount ol rvlter tends to be cxccssir,c and thc

patient's clrrrical conclition mav be worsened. U

other amirro acicl uretabolites uray be letained.

lvorsen ttre patieut's clinical condition.l
(l) Patients rr'ith abnonral nrlino rcitl nretabolisnr

ISincc thc iniitsccl unrino acids alc rrot adecluatel

melabolized. the patient's clinical condition urar'

"- Essentialarillnor=,'x. '{- .-r*.i,rqpids (E ) -,..r ".i;'
Nbn-e.g6ential ;:
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DESCRIPTTON

l. Conrpositiorr

Fach 100 nrl of .\tniparcrr colttnitts the irllrrninq irrrrlctlir-rrt.

I ngredicnt 100 mt,

L-Leucinc

L-lsoleucine

t--Valinc

t--Lvsine acctatc

(L-[-,v's ine

cq Lrir' al crrt )

L--Tlrrconirrc

i--Trl,ptophrn

L-N{etlrioninc

i,-Cystcine

I.-Phenvlalaninc

I -Tvlosinc

l -Argininc

t--[ Irstidine

Glacial acctic aciil is usecl as r pll tdjustcr.

2. Protluct Description
AMIPAREN In jectiorr is ir clear ancl colorless solLrtiort tor

in lirs iort.

pll: Applor. (r.9 (ruean valLrc ohtrincd inrnrerliatclr ,rlier

nunLiluctulc) trrd (,.5 7.-5 (spcciIicirtiou raluc)

Osnrotic prcssLlre ratro (rclali\c to phvsiologiclrl salinc):

.\ppror. -.i

1..10 g

0.3{) g

0.|i0 g

1.18g

( Lt)5 g)

t).57 g

0.20 g

0.1') g

r) 10,'

0.70 g

0 (ri .,

I05g
i) 50g



Otsulia PharnraccLtticul FlLctorr.. Ine.

3. I)cscription of Containers
polrcthr. Iene botrlcs ol'2,S0 nrl und 50(j nrl w.irh r.rrhbr:r
.irld outer laLrrl

INDICATIONS
Pruvisiorr o1'anrino acids ill thrr lbllo,,r,in! instauces:
ht 1-loprotcine rrria- rnalrtuIrrtion. and be firre lutd lrlier iur scrv.

DOSAG E,.\ND ADMINISl'RATION
l. Irrlirsiort ri:r cenlr:rl rcirr

Thc usual arh-rlt dosage ot'AMIpAItEN Intusion is,100
li00 nrL per day, intirsed via a central vein. The dosage
rra-v be adjusted according to thc patiellt^s aqc, svtn[-]ronts,
and body wcight.

2. Infusion via periphcral vein
Thc ustLal aclLrlr dosc o1'AN,{II,AREN Iniirsion is ]0(} -}00
nrl pel dosc. inlirsecl I ia a peripheral vcin. The inlusion
ratq ntay be ad.jusled to pror..icle abouL l0 g of anrino acicis
over-60 rllirlutcs in ordcr to uchie,,.c op(intal uriliTation of
anrino acids. Thc standar.cl infisiou ratc in adLrlLs is l0U
nrL ove r (r0 rtriltutes (appror. 25 dnrps lter rtrirtutel. Tltc
ratt sholrld bc slou,ed irr chilclren. the cldcrlv. and sc-r.erelv
ill paticnrs. l)osagc r]ray []e adjustccl accorclins ro
patictlr's aqc, sylllptonts. and bocly rveiqht.
A con.rbination of ANIIpAREN Intusion u.,ith a

cai'bohvdrate sohttion is highty reconrutencled tbr tno
etllcierrt urilizatic)tl o1' antino acicls.

PRECAU'fIONS
1. Careful Administration (AMIpAREN Infusion

administered with care in the following patients.)
(1) Patients with severe acidosis

[Tlie patient's clinical condiriorr rnay be rvorsened.]
12) Patients u,ith coriqesrivc car.diac firilurc

IAn incrcase itr the circulatinq blood r,olurr.tc nrav
irrcrc-ase the n,orl<load on the hea11. I.ltich nlrv u.orscrr
the patierrt's clinical condition.]

t.l t Plrticrils u i(lt Il) Irr)nirtt.Crrri.l

[The paticnt's clrnical condition ntar. bc u,or.seneii.l

2. Advcrse Re:rctions

Reported incidenccs arc [rasecl on 3 973 patients. ancl a total
o1' 35 (0.889,.ir ) paticr.rts erpcriencecl j9 adr crsc r.eaL riuns
inoluding abnor.ntal lir[roratory r.alucs (data at thc tin]e of
r-ccxaurirration, I 9.)3, .laparr).
ll'aclvcrse reacIions arc,lbser..,.ecl. tliscontinue lhe
ltdrninistration ancl inst i tulc epltropriatc trcatlncr.lt.

Etticacr., I{eevaluarion, Irarr 1,5, 1979.

J. Use in the Elderlv

trtnts oficn have leduced lthlsirrlt,,riclI
able to takc strch rleas[rres as rcducing

thc i01usi0n ratc

IttlU:iun iil lrrcter ril r'lc(,l.tiltc\.

children ltas nor beerr

clrnical data).

ing LIse
'atiolt

vent associated inl'cction. car.rv out all
procedul es unclcr ascptic conditions.

2) Usc the solution alter u ar-nring ro ncar bt)d)
teniltcraturc clrrring cold c11\ ironntcntal conJitLr n..

i) LIse thc solution inrnrctliatclr afier.opcninr Llre

corrtaincr'. Aficl use. discar.d ltll ultLlscLl s(jlutLun.
(2) During adurinisllation

l) Tlrc solLrtron contairrs about ll(l rnt:q [, of ue e-trtc.
A large dose 0r concontitnnt usc rr,ith elt clc.cirrrl\ iL-

sol ution rcqu i rcs careiit I rn,on i toriu g of elr-crt.olYtL,

hllarrce.

lr \rlrrrirrisrer :lorvlr rir I rciu.
3) When vasctrlar prain occurs. user an alterrlate -iire or

di.t,r111 j1111g lllc il(lntini5tl irtiull

PTIARNIACOKINETICS
(Rcle|ence duta rn rats):
lC'artron-label 

cri ant i no ac itls l'orntLrl lrtctl i n A \{l p,\l{EN
I n [Lrsion u,ere r-cacli l1, clist rr butcd to ;l lasrrlr protci li fiacl i (,ns

al'ter intravenous inlitsion in nornral ra(s 0t -1,7. anil 57 ii.ecl<s
()1'agc. The- radioactivitv ri,as higlt irr ihc protcrn liacti()rls ()l
thc pancrcas. lilcr'. arid I<idncr,s anrl distritruted rupirllv in tlt.,
nrLrscles. The cxcrction of radritactivitv rrrtri crltir.cd lir.ovcr

cap

crd lrllect
Japa n )

HylgrslMlvr!y

Gastrointcstinal

ilLrslr ctc.l

Nausca,

vorrrit inq. ctc.

( ardior asculrr IC Ircst

tlrsconrtbrt.

pa I lritrt iorr.

ctc. I

llcpatic lncrcascs in

AST ((lOT) or

AI.T (GPT)

Incr crsc in

lolrl l)ilifubin

llcnal Incrcasc in

blood Luea

n i tr0ce n

I.arge rlosc anri
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()tstrltl I)lrurnltce.rrticaI Factorv. I nc.

I 9S6:20( 1 ):5119 5i,17 (in .lapanese)
in total parcntcral nutrition was asscssed using nonnal rets'' t\) \'r)l(o\'.utla ll er ai. Kiso to [Linsho (CIin l{ep)
and srrr.icellv stresced rrtc r' NJ loRr..an/t \.i1,1o-i1<.4 /;- I.,..-^",-r

T e-t al. \'akuri to Clrirvo (.lpn Pharnracol 'f hc-r)

lllS6:14 (Suppl. 3):;10.3-'159 (in Japrrrcse)
PIIARMACOLOGY

ancl surgically stressed rats.r' 
N)

1986:20( t ):5355--i3(r I (in Japanesc)
nitrogclr slraring cl'lcct in these anintal rnoclels.r' ')

g . ,'',' Il'' J(lPr'll\J!,'

I i19t Y.rkovllta H cl Jl. I(i.u tu Rirrslr,, tClin Repr

72 ltorris rrost dosing ae courltcd lbr l7.l'li, to -1-1.2'1,1, ol tlrc
inliritcl Llosc. -l'1tc' recovcrv ratcs in tlrc urinc antl lcces

ac!r()ulttc(i lor' 3.9",, 5.2'),i, and 1.29,i, --l.l-!{, of'thc inlirsccl dLrsc.

l-cspectivcl\:'. lilinalr,' arttitto acitl ll'actions CotltllincJ oltlv
l. l'li,'-l .5qi) ol thc irrtirsed dose. 'fhe totaI retetiti(]lt of .rrrrint,

ecids irr tlre'lroriv urnountc.d [o lrorc then 98.5r' i, ol'iltc itrtirscd

closc. )

CI,INICAL STt]DII.]S
Clinical stu.lies oi ANIIPAREN lntr,rsion r.vere conducteri in a

total of 5-16 suruical patients. t.nainly those who underrvcnt
gastrointcstinal surscr),. AN{IPAREN Intusion urs
atirrrinister-cd via thc central vein (total palenteral nutrition) or'

lia the per-ipheral vein (peripheral parentcral nutritron) a{iel
sr.lrge ry. -f hc resLrlts shoucd thc high cliuical value o1'

r\N4IPAI{EN Inlirsion as il sourcc of aruino acrcis in tenrs of'

rira.jor pt'otcin rnetabol isrl-relute([ pararlteters. including
tritrogett brrlancc', sctnn tolul proteill and albuntirr levels. rapid
prolein turnovo', and urinarl, cxcrclion of -3-rnctlry'l h t sticl i n.'.1 r'

itrclicatol of protcin catabolisnl in the ntuscle undcr

sttessed condition \\'as Io\\.alier AMIPAI].EN ras
infused. indicating a potent inhibitorv elfect on

tt.ttrsctrlrrr plotcin hreakdorvn.i s)

(.1) Plasnra concentratior.ls offiee anrino acids. incluclinij
hranchecl-chain anrino acids. shou,c<l onlv rrinor
tluctuation durin,q AMIPAREN infusion. and

amirro acid nretabolism u,as thonght to be strble dLtrrn-s

\\4Il'ARE\ tlrur'.rpr

PRECAUI'IONS FOII I{ANDT-ING
(l) Since an oxysen absoltrent is cnclosetl Lrctueen thc b.rs

and the outer wrap to ntaintain stabiliLy ol'tlte solutrun .

do not rcnrove the outet rvrap tnttii usc.

(2) .{ clystallinc precipitate nral' form due to tcurperaturc

chrrnges durin-u storage. Shakc tlrc solution tir
dissoh.e thc precipitate bctbre usc.

(-l) I)o not usc thr. [)to(luct it thc ontcr ri,rrp cor,,cring the

protiuct hrs becn danragctl. thc solution is rliscololcd, or
n irlccipitate that cuiltot bc clissolr,cd by shal<inl has

tblmcd.

1.1) Do not use tlle solution it droplets are present inside the

outcr' \\'ntp or i ['thc srrllrtion is clorrtll .

(-i) Volrrnte nlatliings oll thc c()ntailter ntaY tl()t bc accurate .

Use only irs ii r()u{h gui(lc.

PACKAGING
250 rnl-, 500 nrL in polvcthr:le ne bottles

I{T]FERENCES
l) Nabe shinra A et al. Iyal<uhin Iienkyu iDrug Res)

19114: l5((r):9S5- 1002 (in .lapanese).

2) Naual,aura N{ et al. .l.lT,E,N 193(r:8(4):501-5 l0 (in
.l.rp.rrrc.e r.

3)Havashida I( ct al. \'tl<LLri Lo Chiryo (Jpn Pharrnacol

Thcr) 198(r:lr1(6): Q77-Q94 (in .Iapanese).

rcl surgically stressed rars.r' 
Nr 

1986;20(1 ):5,14r)-5i5,1 (in Japancsc)
(l)AMIPAREN Intlsion rcadilv corrcctcd and tavorablr' ^ 71 Yokovrnra H et al. Iiiscl to Rinsfto (C

nrairrtaireci rritlogen balancc, dernonstrating a far.orablc 
t'/, 

o l()8(r:lU(t):5355--ij6l (in Japanesc)

7) Yokoyaura H et al. Iiiso to Rirrsho (Clin itept
1986:20( t ):5355--i3(r I (in Japanesc).

ttitrogcn sparing cl'lcct in these animal lnodels.6 r) I t19)Yol<oyanra H ct al.l(iso to Rinsl.ro (Clin Rep)
(2) AI\'IIPAREN Intitsiorr iuct'eased synthesis of plasura 1986:20(l):5io.l--i-16\ (irr Jepanese).

total protcin aud albnrtrin.' r') "'.

UNDER LI CENCE ol O'[S U KA Phalnraceutr cal Co.-.TA ['].\tr-

'l'he etl'ect of Al\{tl'AItFlN Infusion as a source of
t-t al. Kiso to Ilinsho 1C1in ltep)



",5i1 d r-g Las 6 ,+"rl ;tJ1 ,. 6o91 5jgrJl .rl" d,-y
Y.lo/r,tt\ cf

Sterile
Non-Pyrogenic

M.O.H. Reg. No.:268 tg/Z}tg

l. ! 1 / YIAI 1: i-. It iJljJiJr+*j,Jlirl-l

trech I00 ml solution Cortains:

| -lt"ucrnc l.-lsrn
L-lsojctrcinc
L-vaii,e 

l)'80 gm

[--t.]sine acetaie ? iX?.I
1Eq to L-L,rsue l.US eru!
L- l-hreonrneL-rryptophan 3 il iil
L-N,lethionineL-cysteine %:i;tr
L-Phenyl Alani ne O Z {*L-lyrosrne 0.05 gm
Warer for iniection eS

L-Argrnine 1.u.. l,
I -Hrsrrdin+ o Sg,
L-Alanlile rl g qrri
| -Proiini ,i j inrL-Serirre U.-] }nClrcrne U.Su irnL-Aspanicacid 0lem
L-Glutainicaci,l U iqm
Acetare ]20mt .;/L
Sodium 2mtqig
Totai o\molalrn ,frrimEq;L

-\.{*nufactured by:
L,gy'pt {)tsukl Pirarmacouiicai Ct-r., S.A.E.
lOth of Ramadan city,lndusrrial Zone B3-Egypt
For Ad-verse Events : Safety.reporting@egyptotsuka.corn
l'el:+20554500ri97 Fax:+205i4500064

. Iro not usc l t}le solu,ron rs |or cleil or conEmer rs denased

: ll:::: :: ::.:1': T: io.i,* ,uur"t .oro. .r,ung., iJ.*i,i ,o pu.pr.. Donot use if rhe rol"tion.oio. 
"t -g"i-'r 

!r'lqrr'wr rr utII l"rr @ pqlple

t One srgle dose, Discrd remaming-qmtit), in case the contairer nqt ued completeiye Srore ar remperature nor cxccedug 30 C 
"*", 

,,'#0"*, ,'*l;;'J"' ^'. hcep.rur ulreach ofchrldren
. Do Not pmctBre Ior vemilatlon drins t.iFr for mci;crr,un rnrl u*. ser the enci.:Jj pampnic,

i+L ,rd ;JAl, ji dl,J i lsjl j1s tir rs+ ! .
.+ill l,J)r jl f r_...!r ;.:lr * iF:"Jr e;iir u,i F rs *.l ":* : .

J,AJuJjlijJh9irlsrY.
3*!iJl i+.slt ats tstril * &ts\ rs rl ljl .5stj ia> lJFlt .
i.ilirl *u!t eJ* !E lb . or . .c +ri y itll +rr *r..liir, .
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L"l,tt .',-i:t J1 ;'1l 1nl! -IJj3 i-,u-*i,r ;kl d rB t-s J |t\ PJl "- ?Zv;J1l'li "le -i-aY AL"l
Y . r o/l ./Y Y u3 t+:-J+i

Otsukc:

M.O.H. Reg. No.:26819i2419

Sterile
Non-Pyrogenic

l. I I / l1A t f : ivlt i-.;tjr+rJ++."i11 .rs-r

Earh ltl0 ml solution {lontains:

L-leucine 1.4gut

i.-lsoleucine 0 80 gm

L-Valine 0 80 gm

[.-l,vsiije acetate i.'18 gm

(Eq.to L-L.r'sure 1.05 gm)
L-'Ihreonine 0.57 gm

L-Trlptophan 0.20 gm

L-\,Iethionine 0.39 gm

L-C-vsteine 0.1gm
L-Pheni I Alani ne o.7 gm

L-Tlrosine 0.05 g'rn

l&a(cr for injeciror QS

r I)o not ue ii thc soluiion 1s not cieil or container is dmaged
. Dooot use in case the indicator tablet color chmges liom pink to purple

. Donot use iaths solution cole.r chuged
o One singie dose, Discard remainbg qrwtiry in case dre contairer not used completely

. Store at lempcraiure not exortding 30'C,awa; fiom direct su iight
o Keep out olrerch c'fchilt}en
. Do \ol punutur< r'or \enlrlallor dring i r
r lor inriicaiioa ud use. see rhe enciosui pampiiei

j"e]- .r. i*ll -ei 
rrJ; J-rJr -]s lri i$+ Y .

r+i+l J-J! Jr riijr i-J1 f -+r-ll --j;lL :-e F Js *r .r!3 Y '
JJJr i, rFiJest -8 tr \' t

,linJl A+"5]1 r lEliXl + J-lSl, .s J lil .6slj L I i1511 r
!.!*Jl .pJi ' F J- lu 1 'r . :F +-i Y ;il} l+-d fi li+ .

.\ii.'.il .jr'Jn Je ir* jii.+ .
.!e)l .'6ii.Jd.! !,lE Y .

{{liririldr iJl c rqJrr Ji.6)r t'+ld .

l\{ Dnufactured t }-:
Egypt Otsuka Pharniaceuiic;li Co., S.A.L

iOth of Ramadan city,Industrial Zone B3-Egypt

For Adverse Events: Safety.reporting@eg)?totsuka.com

Tei:+20554500097 Fax:+2055450O064

<.i

=.

.ei -".:l

r-j rq

.,:\- ,.,;
* :;1;j

I

L-Arginine 1.05 gm

I.-i{istidine 0.5gm
L-Aianine 0 8 gnr

I--Prcline C.5 gn:

L-Serine ti.l glr
Glycne 0.59 grt
L-Aspartic acid 0.1 gm
L-Glutauric acrd 0.1 gm
Acetate l20mtrq/1..

Sodium 2mEq/L
T\)Lal osmoialit-\ 96-imllq,L

f,ot. :

Mfg. :

Exp. :
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