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g78n  Amino acids 60 8/1.904 L+ Glucose 135 ¢/1.904 L +Lipid 54 ¢/1.904 L,
emulsion for infusion, 1,904 L

1. 881 8189 Amino acids 60 ©/1.904 L+ Glucose 135 ¢/1.904 | +Lipid 54 ¢/1.904 L, ernulsion
for infusion, 1.904

2.auFulANlY
2.1 gUuuy asavateUsmnde dmiudadvaondond
2.2 @ulsvneu Usenausansasans 3 d1u (chamber) Saodionainiu wdmanls
#3EsauUsues 1,904 ml
daud 1 Juasavane lipid 20%
dud 2 Juensazany amino acid 10%
gl 3 uansazany glucose 13%
2.3 NMYUYUIIY U'ﬁ%lumﬁuuwﬁﬁmmma wenduy 2 gy wagdlgain Jeauuas
2.4 2@ - VURILTIY 'ﬁvwammafaamanwm AUUTENOY TWIRRILLS DD
o iauTindn Tuvsraglidaigy
- VUNABIUTIY iuwammaﬂaamqmiﬁﬂ AIUUTENOU TUIRATILLI
103 awnsoudiuen auiinge 'S’uﬁwﬁmLgaﬁwmmqﬁ'ﬁﬂmu
3.auauUaNIamaia
Namﬁﬁmm‘i% 4ﬂmﬂ 1w dulusny finished product specification Waz drug substance
specification mmqaammnawmimudmmmu mlmmmvw&umamummammﬁumsavmma S
NFENTIAET AR vaul,na‘zjm"rswlﬂzjmaawaaLUuanmwm'}mdwmqmmmumawmauﬂ
fdunils  suusEnnans: MINAWITUAY 1599 mxumswm WA.2561 asfufl 6 Furru2se6l G
it mﬂ‘imwmmumﬂwnw 12 nuUAHUS 2562) waw 1304 eEATR R (@ufl 2) W.A.2562 84
Fuil 3 NINGIAY 2562 (a9l 'a'wmﬂluiwnammunwmw 26 NINEIAL 2562)
3.1 Finished product specification: Amine acid+Glucose+Lipid emulsion for infusion
3.1.18158¥a1ud9ud 1 (chamber 1) : Lipid
L. Identification Meet the requirement
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2. Assay
- Caprylic acid
- Capric acid’
- Oleeic acid

- Linoleic acid

- Eicosapentaencic acid

- Docosah:2xaencic acid

Glycerol {enhydrous)
sodium

Phosphorts
All-rac-CL-"ocopherol
Triglycerid2

Free fatty acid

pH

=
Moo N 0 O B

Identification
Assay

- L-Alanine

- L-Arginine

- Glycine

- L-Histidire

- L-Isoleuc ne
- L-Leucine

- L-Lysine

- L-Methicine
- L-Phenylalanine
- L-Proline

- L-Serine

- L-Threon.ine

- L-Tyrptophan

26-48 meg/ml

10-30 mg/mit

46-70 mg/ml

28-50 mg/ml

2-7 mg/mt

2-7 mg/ml

22.5-27.5 mg/ml

Not more than 5.0 mmol/L
421-515 me/L

160-230 me/L

190-210 mg/mt

Not more than 3.0 mmol/L
7.5-9.0

2 aﬁaxmaei';uﬁ 2 [chamber 2) - Amino acid

Meet the requirement

13.3-14.7 ¢/L
11.4-12.6 ¢/L
10.4-11.6 g/L
2.8-3.2 ¢/L
4.7-53 ¢/L
7.0-7.8 ¢/L
6.3-6.9 ¢/L
4.1-4.5 ¢/L
4.8-5.4 ¢/L
10.6-11.8 g/L
6.2-6.8 o/L
4.2-4.6 g/l
1.9-21¢/L
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- L-Tyrosine
- L-Valine

- Taurine
oM

Sodium
Potassium
Calcium
Magnesium
Phosphorcs
Zinc

N S AN S I SR

—

- 2 10 U particles/ml
-2 25 W particles/ml

0.38-0.42 ¢/L
59635 ¢/l
0.95-1.05 ¢/L
5.4-58

76-84 mmol/L
57-63 mmol/L
4.8-5.3 mmol/L
9.5-10.5 mmol/L
18.4-20.4 mmol/L
0.072-0.088 mmcl/L

3.2.10 Particulate matter

Not more than 25 particles/ml

Not more than 3 particles/mt

3.1.3 arsavanud i 3 (chamber 3) : Glucose

1. Identification

2. Assay

3. pH

4. 5-Hydroxymethylfurfural
5. Particulate matter

- 2 10 Jlm particles/m!
- 2 25 Um particles/ml

nuBLe

Meet the requirement
123.5-136.5 mg/ml
3555

Not more than 0.25 AU

Not more than 25 particles/ml

Not more than 3 particles/ml
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ﬂmmmm’;mmu (drug substance specification) ﬂmwamymNﬂ'ﬁLUaauLLUadLLﬁlm
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4.2.2 nsdlywinlu)ssmalng & mmammamaﬂaﬁimam']mmumimammmwamﬂmmau
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4.3.3 wnasvisevangubuduauduiugss mwwmwammaaammwmmmamfy (drug
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8180 Amino acid 3 ¢/100 ml + Glucose 7.5 ¢/100 ml solution for infusion, 1 L

14381 813 Amino acid 3 ¢/100 ml + Glucose 7.5 ¢/100 ml solution for infusion, 1 |

2.auasUAsialy
2.1 suuuy a1sazatbUImINie dwiudadasnidesd
2.2 @ulsenay Uszneusmeansazats 2 d3u (chamber) dsfuuenaindy vdwauls
gsavangUinms 1,000 ml
drudi 1 Juaisazany amino acid with electrolyte
a2 Juansavany glucose with electrolyte wag vitamin B,

2.3 PIUUBUTIY ussglumzurUsmnde wonidy 2 dau uasligofu Jestuuas
2.4 937N - UUGIUTIR 520038100 19n19A 1UUTENaU YUIRAILTIves

o1 wwefindn Tununeylidaey
- UuNaawwsTy srydinemiafenninisd diuusenau vunmnlnuss
19987 wawnsiiioudiiuen wfindn Tufndsuwas Suvumenylidmau,

3.auauiantamaia

mama‘mawmi'} mmmmﬂulﬂmu finished product specification way drug substance
specification wm\iadmnma‘ﬁmwaﬂmmmﬂu ‘mlmmmw‘uaumaa’mm’mmm“ﬂ'ﬁumSmmSLLa”m
NIENTIEBITUGY mummmsuﬁlwmaaamauﬂua‘uuwmaummsa’l%umﬁmmﬁmma‘ﬁmﬁu’lm
Miuvds  madssma SENTMENGITUGY 1509 5 w‘hmn w2561 aeTufl 6 SunnPu2ssl (as
Uunm’ﬁuawmmummwnuw 12 nunvius 2562) uay o eV e Fll (aufl 2) W.A.2562 A3
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3.1 Finished product specification: Amino acid + glucose solution for infusion

3.1.1 msasanediud 1 ( chamber 1 ): Amino acid and electrolyte
1. ldentificatior Complied with finished product specification
2. Assay
- Amino acid 30.00 ¢ (BCAA 30%) Complied with finished product specification

- Electrolyte Complied with finished product specification
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5.1.2

L
2.

N

e b s e

pH 6373

Purity

- Heavy metals Not more than 2 ppm

- Arsenic Not more than 0.2 ppm

Sterllity tes™ #56 Bacterial Complied with finished product specification

endotoxin test
asavatudIud 2 ( chamber 2 ) : glucose, electrolyte and vitamin B,

Identificaticn Complied with finished product specification
Assay

- Glucose 75.0 ¢ Complied with finished product specification
- Electrolyte Complied with finished product specification
- Thiamine 1.5 mg Complied with finished product specification
pH 35-45

Purity

- Heavy me-als Not more than 0.4 ppm

- Related substance Not mere than 0.3 ppm

Sterility test w38 bacterial Complied with finished product specification

endotoxin rest
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Aua B 1 IRgRL (drug substance specification) ﬂiﬁﬁ@@iwdwmiLU%‘IEJuLLUa&LLfﬂw
Wuduasdauuuanansnisvaudly (8.5) waday finished product specification way/
w38 drug substance specification lngwauslonauiulsenaasusimumiauszningen
Sidnnseting uazliifin 2 ¥ w fwdsznsasusiavsoUsenmasiendidnvsating

4.2 1ana1sTUTaINe TEIUNSHER)

4.2.1 n3dlomds ludsewealng duindosionarsfusesimsyumadnemumdninusiuay
AZmsTialumangnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
wisu  PIC/S participating authorities %38 £19na155USDMRSEIUNSTHERLAY
WU LEE IS5 TR S RE R 90 IA TN UANLEATIUNTTOMTHAZE NTENTIS
ao13ng Sadmueiulpeiinrusenndswariniisutundninasiuag3imsdialunts
uAneT PIC/S Tumananfauaeiy aduangannusouNInsITasulauineni1siusasieiu
UszmedauTiamseUsznnimdldnvseting

4.2.2 nsdlenienanndisssime gudedealionarsiusesnmspiunsadnemamndninaueilas
Bans7alumsudnen PIC/S (Pharmaceutical Inspection Co- operation Scheme) Tng
Wb PIC/S participating authorities Qﬁuﬁﬁﬁﬂmm‘iaum‘m‘i’dﬂﬁ@ﬂmmﬁhaﬂ’ﬁ
fusasfiviulsensdauavsedsemasmdidnnseind wiegneondn udausnsel
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4.3.1 4813955 ATsinuamnde Suvisnduiegunasudn (certificate of analysis of
finished product) lugnfuiidaiiudiogn

4.3.2 Han1inTs i TeinuawisgRutesiiendng (certificate of analysis of drug
substance) filflunisndneuiidaduiogime sy erdndningiu

4.3.3 wnansvSevdngruiuduanuduiuisevinsjunsudnvasingfiveasinendidy (drug
substance) 9o 4.3.2 Auunisudnvasudndusiendniagy (finished product) 48 4.3.1

4.3.4 HaN13AnN® long term stability maammawmaemﬁﬁumLfaaﬁﬁ’uéwﬁmw
ALENTIUNNTDIMISUAYEY NTENTHAESITUAY

4.3.5 n38dluen 18y biological products i vaccines, blood products Fosiiionarsiusas
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WBNATSMELAY 8 wan snTIvIATiRen weds fnsiedwiagUresduin (Certification of analysis of
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