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MUABIAANANYNAWIZYRILT LUUTNBIBNA1INTTInTBIIY e
1Yl 0o / dow
5780157 @ Amino acids bo g/e.cod L + Dextrose ead ¢/o.ctoc L + Lipids &« g/e.coc L,
emulsion for infusion, e.clo& L
AU TN AT INgUATIY51H

0. Hown Amino acids bo ¢/e.«oa L + Dextrose ené ¢/e.cloe L +
Lipids ¢& ¢/e.coa L emulsion for infusion, e.cto& L
o. AuauTAY
©.o. JULUY Wuanse s dmduneaivasaidonsn (parenteral nutrition for peripheral
infusion) ansazanenglaauavansavarenseeziluduansazansla asdiiady
vosluiufidvawandiduiodendu
wlo. dulsyneu Usenaume m @ (chamber) dgaiunenaindu wdwaniuldaisazans
UTas e,ctoe ml Usenausie
- duil o 1uasBlfadu lipid o%
- @il b uasarans amino acid e0%
- it o Wuasazane slucose om%
o NUUSTY  UTSTLUATUEUTTRURAt USIAanidieiuy Multi chamber iitosduiu IV set
uazgpsdmiuRLasHaNduY fignnadv
b.& aaM

<

- szyTenn winTennIn1sm duuseneuiiendidty TUIAAINLIIVEIET 1Y
nzidouiiuen lauiindn Juindauayfumuneny egedmauuuussgie
- UUNPULUTIYE BEadesdaisrydosmiedenisnisd dulsenau vuta
ANLLTINBIEN LuiikAR Tuvunenylidaay
o, ANFNUANIANATLA
m.@. Finished product specification: Amino acid + Glucose + Lipid emulsion for

infusion
m.e.0. 8158281887UR @ (chamber o) : Lipid
D) Test Specifications
® | Identification Meet the requirement
o | Assay
- Caprylic acid b - & mg/ml
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- Capric acid

- Oleic acid

- Linoleic acid

- Eicosapentaenoic acid
Docosahexaenoic acid

®o — mo mg/ml
& — eo meg/ml
ba - ¢o mg/ml
o - e mg/ml
o — o mg/ml

en | Glycerol (anhydrous) wlo.¢ - ba.& mg/ml
& | Sodium Not more than &.o mmol/L
& | Phosphorus awe - ded me/L
© | All-rac-Q-Tocopherol ®oo - lbmo meg/L
o | Trielyceride oo — beo me/ml
& | Free fatty acid Not more than e.o mmol/L
« | pH n.& - .o
.00, #19AZA8AIUT o (chamber ) : Amino acid
4o Test Specifications
® | Identification Meet the requirement
b | Assay
- L-Alanine @m.am — ea.o g/L
- L-Arginine 06.€ - 0. g/L
- Glycine ®@0.@ — 06.D ¢/L
- L-Histidine . —mlo g/L
- L-Isoleucine &n — &m g/l
- L-Leucine w.o - ol /L
- L-Lysine . - e gL
- L-Methionine o - & /L
- L-Phenylalanine ga-&e o/l
- L-Proline ®0.D - ee.c ¢/l
- L-Serine bl -5 e/l
- L-Threonine &l -ab ol
- L-Tryptophan o« - be ¢/L
- L-Tyrosine o.m@ - o.cle ¢/L
- L-Valine da-b& g/l
- Taurine o.&¢d — e@od ¢/l
o | pH &a - &a
& | Sodium oo - @& mmol/L
Cor :
Cals il
A0 W ....... Yses1unTIUNIS QITD o ATTUNTT BITD o Do, NTIUN
(UNaIBAIN aegn) (WIS AnTAd) (uanTiviuns Wuduns)
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& | Phosphorus & - ben mmol/L

o | Calcium &a — &am mmol/L

o | Magnesium «.& - @o.¢ mmol/L

@ | Phosphorus oc.€ — bo.@ mmol/L

& | Zinc o.o0lw — o.owe mmol/L

@o | Particulate matter
- 2 @0 JUm Not more than ¢ particles/ml
- > lod pm Not more than  particles/ml

a.@.6n. ﬁ'l'iasmﬂfl'mﬁ o (chamber o) : Glucose

4o Test Specifications
@ | Identification Meet the requirement
v | Assay ebm.d& — emo.d mg/ml
o | pH md - &&
& | &-Hydroxymethylfurfural Not more than olo& AU
& | Particulate matter
- 2 @0 gm Not more than e particles/ml
-z lo& pm Not more than a particles/ml
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MBI PIC/S participating authorities %38 HtoNaNIFUIBWINTFIUNTINAALIAY
VAN LALIBTAIUNTNERE1Y0IdTNITUAMENTTUNITOIMITUAZET NTTNTIS
ansnsngy Fatmustulasfinuaenadesuasiaiisnfundninasinasdsmsiialuns
wane PIC/S Tumneeniaueis atudaamuseunisnsavaey Taefinansiusests
Tulsznmegeunamialszninsmdidnnseiing

clolo. n3dlgNNiRINAYTEMA JRindesliionansiuTemInTEIUNSREREIUNANINNST
waETBnsiialuntskanen PIC/S Tnevmiaeay PIC/S participating authorities atudngn
AINTBUNIIATINARY InelinanisTusesisiulsenimaausiawiayszninging
Sidnnsaiind viienynasntn wdusinsed

& LBNANIAMAINYDIAUDTIAT

€moe. HANMINTITNAT IR KGR dNTIgUTNER (certificate of analysis of
finished product) Tusnguitdudiufetng

&mlo. NAN1IATIVNATIENAUNININGAVTIFIEIEAYY (certificate of analysis of drug
substance) Mlunsudnejuiidadufegaimeguaneuasinaningi

<o LONAIVTIVANFINBUTUANNFNRUSTIMINJUNSHERTaTTRgAUYEIRIed ATy (drug
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