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AMANYULIAWIZ YR
Amino acids 3 g/100 mL + dextrose 7.5 g/100 mL solution for infusion, 1 L bag

1 %EIEJ'I Amino acids 3 ¢/100 mL + dextrose 7.5 g/100 mL solution for infusion, 1 L bag
2. uaudRnaly
2.1 Wuansavareusannide Ta Lifd vssglugmanadn viady dmiudadudu
YUIAUTIY 1,000 Tadans
2.2l 1 93 Usznaumae

Amino Acid 30.00 g (BCAA 30%)
Glucose 75.00 g
Na 35 mEq
K" 20 mEq
Mgz+ 5 mEq
ca”’ 5 mEq
el 35 mEq
sod” 5 mEgq
Acetate 16 mEq
Lactate 20 mEq
Citrate™ 6 mEq

P 10 mmol
Zn 5 pmol
Thiamine 1.5 mg

23 amn - swyden dhulseneusendiiuasauussTundnuduegaviindn
wazaunzidousiivenlisgdnauuuussyiu
- yumruzUTIEnegateefassyyTermietenimsfdulsenauuazaun
ATusIvesLaTindn Tudueyl ity
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3.AnauUANIImALA

Upper Chamber Solution: Solution of amino acid and electrolytes
1. Identification Test
- Amino Acid Complied with finished product specification
- Acetylcysteine Complied with finished product specification
- Sodium Salt Complied with finished product specification
- Potassium Salt Complied with finished product specification
- Phosphate Complied with finished product specification
2. pH 63-173
3. Purity
- Heavy metals Not More than 2 ppm
- Arsenic Not More than 0.2 ppm
4. Assay
- L-Leucine 1.330 - 1.470 %w/v
- L-Isoleucine 0.760 - 0.840 %w/v
- L-Valine 0.760 - 0.840 %w/v
- L-Lysine Hydrochloride 1.245 - 1.376 %w/v
- L-Threonine 0.542 - 0.599 %w/v
- L-Tryptophan 0.190 - 0.210 %w/v
- L-Methionine 0.371 - 0.410 %w/v
- Acetylcysteine 0.122 - 0.146 %w/v
- L-Phenylalanine 0.665 - 0.735 %w/v
- L-Tyrosine 0.047 - 0.053 %w/v
- L-Arginine 0.998 - 1.103 %w/v
- L-Histidine 0.475 - 0.525 %w/v
- L-Alanine 0.760 - 0.840 %w/v
- L-Proline 0.475 - 0.525 %w/v
- L-Serine 0.285 - 0.315 %w/v
- Glycine 0.561 - 0.620 %w/v
- L-Aspartic Acid 0.095 - 0.105 %w/v
- L-Glutamic Acid 0.095 - 0.105 %w/v
- Sodium 0.255 - 0.281 %w/v
N33uUNIT
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- Potassium
- Phosphate

0.143 - 0.158 %w/v
0.302 - 0.334 %w/v

Lower Chamber Solution: Solution of carbohydrate, electrolytes and vitamins

1. Identification Test
- Glucose
- Potassium Salt
- Calcium Salt
- Magnesium Salt
- Zinc Salt
- Chloride
- Thiamine Chloride Hydrochloride

Complied with finished product specification
Complied with finished product specification
Complied with finished product specification
Complied with finished product specification
Complied with finished product specification
Complied with finished product specification
Complied with finished product specification

2. pH

35-45

3. Purity
- Heavy Metals
- 5-Hydroxymethylfurfural
And Related Substances

Not More than 0.4 ppm
Not More than 0.3 ppm

4. Assay
- Glucose
- Potassium
- Calcium
- Magnesium
- Zinc
- Chlorine
- Thiamine Chloride Hydrochloride

10.178 - 11.250 %w/v
0.0451 - 0.0499 %w/v
0.0136 - 0.0150 %w/v
0.00825 - 0.00911 %w/v
0.428 - 0.482 mg/L
0.0654 - 0.0722 %w/v
2.60 - 3.15 mg/L

Mixed Solution (mixture of the solution in the upper and lower chambers)

1. Bacterial Endotoxins

Less than 0.50 EU/mL

2. Insoluble Particulate Matter
- Particle 2 10 um
- Particle = 25 um

Not More than 25 /mL
Not More than 3 /mL

3, Sterility

ATIUANTHY
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4. Gauludu q
4.1 wnansmsldsuoygntunsifeusfusuitedminglulsemelve uazdues (declare) uvdandn
411 luddgymstunadewniuen ve.2 ve3 ved wie 62 wdusnsd)
012 ludwelunadoun e 1/8 1 vesiiiduean wiousisasiBeavidonismunuamnm
yoandnfurinuiitunsdou (finished product specification) uazdorimunamuamues
QAU (drug substance specification) nitﬁﬁar‘jﬁwdwanwnﬂﬁﬂutl,ﬂamﬁ'l‘mﬁut,ﬁu
v NETALIAMNENENSYaUALY (8 5) uIwsy finished product specification
wag/v3e Drug Substance specification
4.2 19NANTTUTOWINTFIUNTHARY
421 nsdfiewadlulssmaing fudsdesdduunnmaeniideiuseunasgiunsnanenniu
WaNINATIENSARUNNIHAAE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnenteau PIC/S participating authorities 383il@NA15TUTWIATFIUNT
HAngNMANINUYILAL M IARluNSHARI AN NUANENTSINTE M SWATEN
nsENSNAEITNAY Fsimuniulnefimuaesndosuasiaieutundninasinayisnsita
Tunsudnen PIC/S Tumneeriiiauenne aduaaamussunisnsivaeulaeiinanisiuses
feiuiusgmausznmasedidningiind
422 nsdddugnidhanndesane guandesiionansiusennmsgrumsadnenni
WA SAFluNSHERET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnenu8a1u PIC/S Participating authorities atuagamusaun1InTIvaaulng
fnansiusesieiuiivszmauszniesadidninstindvionasneydnudusinsd
4.3 LONANIAMAMUBIETLALDTIA
431 HAMIITIVIATIWARUANNEAU9IUINER (Certification of analysis of finished
product) 'lumiuﬁdaﬁﬁathq
4.3.2  wamMTIANEVRuAWIngAUYaIiaedAty (Certification of analysis drug substance) i
Wlumswanerquitdndusegnafesidrsuwavinaningiu
433 enarsvsenangiududurnuduiusseningunsuanvesingivvessiiendfey (Orug
substance) 10 4.3.2 fugumsuinvaandnsiueidniagy (finished product) ¥e 4.3.1
434  wAMSANW Long term stability naontse1guesenilstunzideulitudinay
ARIZNTINNITEIMTUALYT NTENTHANGITUAY
4.4 fetnen
441  flauenian dediiegueetindes 1 mhsussying Jadufunuuaneasisunld
asufhumuiidmusludenuauiiiludresunelu 3 Sundieineauesia
4.5 myUseiunuameideoy
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4.5.1
4.5.2
4.5.3

4.5.4

4.5.5

eidewoudinsliongldldliesnin 1 U 6 Weutuaniudwey

gmnnATdwey avfasddinamieluiusemansanaies i iufidwey
nsdifimbessmaviinisduieguniidweuiiiedinsialinseinaunin mizeswnsey
vhmilsdodosvesoens Tnefunsasdasdiudnmusiuouiiviiesvmsdnsi
AnseikandudiuiaveurliTeiifsdedunsasiviieneiquam nsdimuienlsl
Wulumuaudnuaziane WieTensreanuAvs lifuRnsanmsiauenamedingn
w01 fursuaz/miafuanlunfiraly

fnuardosiudsusiioslndwineny wiedlaiiansidonanmieussnsiagou
fvunleglifideuly

sruunsiAvuazindeeiiliuimsgrumumaninast GSP (Good Storage Practice) uaz
GDP (Good Distribution Practice) Insuansienansusznau (Wuanaenansitlefums
FUTBITTUL)
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4.6 giaussia (Fune) Busenlienidndygrneuasuimuanall

4.6.1

4.6.2

4.6.3

nsdlnamsduanvinnsinidnnnainemaninisunndvievien jiinsildnasgu
ISO/IEC 17025 nanmsasradiaseildilulumuanasgiutdenvun
niﬁwﬁmﬁmﬁawﬁmﬁgnﬁ'anﬁuﬁumnﬁmmmﬂlﬂﬂéwﬁ’mmﬂmznﬁumﬁmmsuaam
luthsamesdygeedowns
nsdmulgmannmanudnsusiiendmaroUssavinauasanasnfuseieilasy
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awnsuazenluszesinan 1 Ineutuduenansiauesimmsindonsail
5.015U528uAUSEANENNRD51A1 (Price Performance)
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Amino acids 3 g/100 mL + dextrose 7.5 g/100 mL solution for infusion, 1 L bag
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