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AMANEIZLANIZ VDY
Amino acids 3 ¢/100 mL + dextrose 7.5 g/100 mL solution for infusion, 1 L bag

o . : : e
1. 981 Amino acids 3 ¢/100 mL + dextrose 7.5 g/100 mL solution for infusion, 1 L bag
2. AuauUANIlY
, & I a a a ° v a v v
2.1 Wumsasameusanite la lild ussylugawanafin vliedu dwsudadidy
YUIAUTTY 1,000 Haddns
2.2l 1 93 Usznausay

Amino Acid 30.00 g (BCAA 30%)
Glucose 75.00 ¢
Na 35 mEq
K' 20 mEq
Mg”* 5 mEq
ca”* 5 mEq
cl 35 mEq
sod” 5 mEq
Acetate 16 mEq
Lactate 20 mEq
Citrate™ 6 mEq

P 10 mmol
Zn 5 pmol
Thiamine 1.5 mg
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Upper Chamber Solution: Solution of amino acid and electrolytes

1. ldentification Test
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Upper Chamber Solution: Solution of amino acid and electrolytes

- Amino Acid

- Acetylcysteine
- Sodium Salt

- Potassium Salt

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

- Phosphate Complied with finished product specification
2. pH 6.3-73
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

- Potassium 0.143 - 0.158 %w/v

- Phosphate 0.302 - 0.334 %w/v
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Lower Chamber Solution: Solution of carbohydrate, electrolytes and vitamins

1. Identification Test
- Glucose
- Potassium Salt
- Calcium Salt
- Magnesium Salt

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

- Zinc Salt Complied with finished product specification
- Chloride Complied with finished product specification
- Thiamine Chloride Hydrochloride 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 > 10 um
- Particle > 25 um

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

3. Sterility
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4. Joulvdu q
4.1 nansmsldsuoygntunsfeusfueiedmingludsendlne uavduns (declare) uvdawan
4.1.1 ’Luﬁwﬁagmiﬁumﬁauﬁw%’um (V8.2 Y83 VUd %39 82 LaILANIal)
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Waz/M39 Drug Substance specification
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VANNITNSTFIUNIHERE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lngvitae41u PIC/S participating authorities #3dlaNa135UINTFIUNS
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VANINAUAAISNNSARLUNSHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Ingniaea1u PIC/S Participating authorities atuaigamuseumsnsivaeulag
finannsiusesfieiuiivssmaussnassandidninsiindvionaenenyInudusinsdl
4.3 lONANSANNMYBITLAUBTIA
431 WAMINTIVAATIBVAUNNNENTUIVRNER (Certification of analysis of finished
product) lugnjuitdsiaoeing
432  wamyierszinanwingiiuussiienddy (Certification of analysis drug substance) 7
Tflunswanenguitdaduseisiavesiudnsuasiuan ingau
433 enansvisevangududuanudiiusseningunisudsvaingivussiiendfiy (Drug
substance) 18 4.3.2 Augunsnanvewdiniueidniagy (finished product) 4o 4.3.1
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455 szuumsiiuuazindeeiliunnsgiunumdninust GSP (Good Storage Practice) waw
GDP (Good Distribution Practice) Insuansienansuszneu (Wuansenansiléiuns
FUTBITEUL)

4.6 frauesian (une) Busenlioniandyaneunsuimuagsi

4.6.1 ﬂszﬁwamidmm‘afﬁLﬂswxﬁmﬁmnnsuiwmmam%miLLWVIéw?aﬁawﬁﬂ’ﬁmsﬁléfmmgm
ISO/IEC 17025 wan15nsaadnseiliidulymuunnsgrudervun
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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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AMANYUIANIZVRIEN
Amino acids 46 g/1.448 L + dextrose 103 g/1.448 L + lipids 41 ¢/1.448 L

emulsion for infusion, 1.448 L bag

1. #aen  Amino acids 46 ¢/1.448 L + dextrose 103 g/1.448 L + lipids 41 ¢/1.448 L emulsion for
infusion, 1.448 L bag

2. qrusutAnaly
2.1 guduv Humsazaeusimanide dmsuda
22 dwulszneu  Uszneuseenddgsal
Amino acid 46 ¢
Glucose 103 ¢
Lipid 41 g
Electrolytes
23 awurussy  ussylugaanadniuadu 3 Yesussquunn 1,448 ml
25 a8 - szyfiesn dwdszneumindfuazaiussiundnuiuetgariingn uas
wuvgidowifuenliognadnauuuussyiue
- vunvusussenetaessesssylesiuieteniinisidinuseneuuay
wummmLLSWENHWLamﬁwﬁmi’u?;uawq“lfﬁ'ﬂLau

3. auaNUANIunAila

D) Test Items Specifications

3.1 | Sterility test (for mixed three chamber bag) | Complied with finished product specification

3.2 Bacterial endotoxin Not more than 0.5 EU/ml
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D) Test Items Specifications
3.3 | USuaudaendifgy
3.3.1 Glucose 13%
Snwngiiusng asavanglalusid
- Identification Complied with finished product specification
-Assay 123.5-136.5 mg/ml
-pH 3555
-Particulate contamination
2 10um Not more than 25 particles/ml
> 25um Not more than 3 particles/ml
-5-Hydroxymethylfurfural,absorbance, AU Not more than 0.25
3.3.2 Amino acid solution with
electrolytes
Snwauziiuang ansavaela Lifiddedivdessou
-Identification Complied with finished product specification
-Assay of
Sodium 76-84 mmol/L
Potassium 57-63 mmol/L
Calcium 4.8-53  mmol/l
Magnesium 9.5-10.5 mmoll
Phosphorus 18.4-20.4 mmol/l
Zinc 0.072-0.088 mmol/L
-Assay of amino acid
L-Alanine 13.3- 14.7 ¢\
L-Arginine 11.4-12.6 g/l
Glycine 10.4-11.6 g/l
L-Histidine 2.8-3.2 g/|
L-Isoleucine 4.7-5.3 g/l
L-Lysine 6.3-6.9 g/l
L-Methionine 4.1-4.5 g/l
L-Phenylalanine 4.8-5.4 g/l
N3NNI >
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-Particulate contamination

D) Test Items Specifications

L-Proline 10.6-11.8 g/l

L-Serline 6.2-6.8 g/l

L-Threonine 4.2-4.6 g/l

L-Tryptrophan 1.9-2.1¢/L

L-Tyrosine 0.38-0.42¢/1

L-Valine 5.9-6.5 g/l

Taurine 0.95-1.05 ¢/l

-pH 54-58

-Identification

-pH

-Droplet size distribution, <5 um
-Mean droplet size
-Assay

Caprylic acid

Capric acid

Oleic acid

Linoleic acid
Eicosapentaenoic
Docosahexaenoic
Triglycerides
Glycerol (anhydrous)
Free fatty acid

2 10um Not more than 25 particles/ml
> 25um Not more than 3 particles/ml
3.3.3 Fat emulsion 20%
Snwaigiiusing ansdadudum

Complied with finished product specification

7.5-9.0
100%
Not more than 0.5 um

26-48 mg/ml

10-30 mg/ml

46-70 mg/ml

28-50mg/ml

2-Tmg/ml

2-Tmg/ml

190-210 mg/ml

22.5-27.5 mg/ml

Not more than 3.0 mmol/1000ml

Sodium Not more than 5.0 mmol/l
Phosphorus 421-515 mg/l
NITUNIT , %_/
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411 luddynstunsadeumiuen (e.2 ne.3 ve.d w3 82 udusnsdl)

012 ludwetunsdou ve.1/6.1 vesenfiaueen wieuswanduntonisaauny
ﬂmmwwaawﬁmﬁmsﬁmuﬁ%umﬁau (finished product specification) uagUon1nun
AAMUBTMAAU (Drug Substance specification) nadifiegsyninmsiasuutas
uwAludsdin szdeauuuienatsnisveudly (8.5) ey finished product
specification Waz/#3® Drug Substance specification

4.2 1eNENTTUTRINATHIUNTHEN YD

421  nsdifemdnlulsavalng uandesiidiunnmaiemisdeiusesunasgiumsudng
MAMENLNAIASNNSARIUNSHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lneviigau PIC/S participating authorities w3edllonassusaswnnsgiuns
NAREIAMENINAILAY ISR luNINERETsdINUAMEN TTINTE NS UALEN
nsgnINAEIsIAY atmuniulnefinuaenedecariniisufundninasiuas s
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4.3 lOnaNsAANNTBILNTLALBTIAN

431  waMIATINIATIEIRUANKERSUYIveENEn (Certification of analysis of finished
product) lusnjuiidsiiogng

43.2  wamsinszviguamingauressiendidy (Certification of analysis drug

L4

substance) mﬂ’ﬂumsmamm’:;'uﬁeiqLﬂuﬁaadwﬁgwaqﬁwﬁmSWLLazQN?}mi’mqau

433  lenavisenangududuanuduiusseningunisnanvesingfuvessiendidty (Drug
substance) 98 4.3.2 fiugunsuanvendndusidnsagy (finished product) 4o 4.3.1

4.3.4 WanN13ANWI Long term stability #3 ASEAN guideline on stability study of drug
product saeat g Tildtunsulitudinnuamsnssunsesuazen
NIENTNANFITUY

4.4 fegneen
441 diauesien fesdanetieietietios 1 mihuussyiue Judusuvunanseasiden

leasuiumunimualwideguandiniludunieluy 3 Jundminauesian

NSUNS W r %fv/
b v

(Wey. ML WIIey) (NeY. 251501 Wawluwn) (Ney.Junsiavn NUmew)

GPU 677355 [V2602] G Molegre 5 @W"?O‘/%/ '

¥

(ney.nuaduy dadiusuiasy) (ney.210AT MuEd)



4.5 myUseiunmuaweidaoy
451  witdwevdesdienglildlivosnit 19 6 Weutuantudwey
452  pmnnafidwey szdesdidiunnmeeluiusesansnsariianeienuiidwey
453  nsdiimhensmaiimsduieseiidmeuiiodinsalinsgiauain mhesens
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5.n5UszliuAUsEAnSnwees1An (Price Performance)
MuazduauanenansmunasiUsaliuUsEAviamdesainuuan

HIUNTSTUTBIAMENTTUNTAMANBIZLANIZ VDY
Amino acids 46 ¢/1.448 L + dextrose 103 ¢/1.448 L + lipids 41 ¢/1.448 L
emulsion for infusion, 1.448 L bag
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5.nu9UsiuUszan5nWMAe 1A (Price Performance)
Amino acids 46 ¢/1.448 L + dextrose 103 g/1.448 L + lipids 41 g/1.448 L emulsion for infusion,

1.448 L bag
fauumidnuasuvdnazuuy

fiauusuan vminasuuy
151 7aue 40
2MSFIUVBIFUAMTOUINS 55
3.N15UIN1TUAINTVIY 5
e 100

faudsvwnil 2: uamsgruvesdudiuiouinig (Asuuudin 1000

AuUs599 UminAzuuY
LansFIuUNEnsiun 60
2. 05TV URNS 20
3 aoian AT BoUsloninensu iRy 20
Eey 100

) a a o
1.07UU595899 1: ;gmggjuwamgmsﬁ (ATUUULAL 200)

nIvay

1.1 msiusespunmvenansiue (@ 1 lu 5 Azuuuiiy 100) 100 60
(n ijum?iqaq'luﬂ’mﬁswsmsmﬂmmw‘uaq WHO List of Prequalified Medicinal Products

(v Huenflegludydnefendnsnsiennunimuazdnan (Green Book)
lagnsuinemansnsunne wau 1 - Yagiu

(r) Hunduuuumdeeniiogludydsedendniusionunimuazdudn (US Orange Book/EMA)

L1}

(1) Wuedsegludydneiendniusieniilézumssuses (Approved Medicinal List) lng
wiorelsneuanguantulwvdmansuauseinelneg

(@) Wuendainanmadiesziendnnulivosnit 3 unsuandahidensesivinevised
founinhiefiszylu Green Book atuanaaiiunngsemsendeaniyierfuvdemuided
seylugauantifilsmenunayssniAuasansinseiliongliiiu 5 Tuanuildzunis
Susemamsliangiteiuuszmalszninsmdidansednd nsalinszilagies fuAn1sds
LilyvieaujuinnsvesindnewasiosuJuinig muunsgiu ISO/IEC 17025 3Nty

N3IIUNIT Vi ]

1%

(Wey. MiEsEd W) (NEy. 2157591 NawLuw) (ney.dunsiawn o)

GPU 677355 [V2602] Q. mvsmissivmin m’m M ........................................... bl aiedbr T
(ney.nuaduv deudiuseiasy) (ney.2101¢3 Muzd)



accreditation body figausulussivaina wielavdtinaumnsgIutesUfuanis
NSUINIMAATNITUNNE  NTENTNEAITITY

1.2 Toyaaivayu AnynITennn nnEnsie 100
(dendelatenis mniunnin 1 whdelidendefifiasuuumniign)

1.2.1 nsdindnsusiendunuy fsenunisdnwmiendidniiuansdassansnmees 100
gniildlunssne asiiRuiluasasmamsunndiidede

1.2.2 nsatldlgendunuy fsnsanunisinwmerdinfivsuendeusyavsnmusseniuen 100
FuLuUvSeEnuUMsANYIMMIAAdniuanieuszans nmuesendildlunisinw asdifulu
Nsasmansuwdfiundede (@endeladenils mnflinnnin 1 Wadelidendeiifinzuuuiin
fian)
(n) 33MsAnw iy Randomized controlled trial wariinsRuluMsasIINsUIMEThinTete 100
(%) 3amsAnwdiu NON-Randomized controlled trial uazdinsifunlunsansmenisunmdiundede 90
() 38msAnwiu Comparative studies wuu cohort studies wagdnsARuRluTANTNNSUNNET 70
yndede
(1) BBnsAnwlu descriptive studies wuU case report or case series (S1897uEU) UasiinsAnuWly 60
MsasmMInsumgiudetie
(1) Fontelatenis 40

(1) msfinwdu q ARedeatuaulaendsveseuay/misrnulaenduveailasuen
(2) adiete (n) w3 (1) vi3e (A) w30 (1) Ml dMsARuiluNTTIINMIUWETILTRND

s d a wa
2.672uU55099 2: UINTFIURIUAURNS (AZUUULAY 100)

~ vintaget

| AzuuY 20

2.1 W JURNISINIUNTFUTRIANUANITANUNINTFIU ISO/IEC 17025 AIUNISNAADY
nansisiausen lusnemmeasununuauyinanatafiniivue

Finished product specification Aifuualilugaudnyarlusnemsivdusieninga

(n) Assay or potency

a0

(v) dudevaauduminde MvualiazwuuTNiuyiniu 60 mneTIasUNTITe 6
YA LATITDNTIMUNAMUALITUFPS Anaudnd1uaIn 60 AzLuY Wwwiadu
(VAo 2 fwnue) lagwdsnisinsluuleiuaeussununu

60

2.2 winlilesuses Hosl JURnsNeIuN15TUTeIRLENTAMNNIATEIU ISO/IEC 17025710
nsUINEIMARINSUNNEY Ldande (1) 3o (2)

60

(1) Indadeuaninisvesusesnnuaiunsaresluifnisuinigiu ISO/IEC 17025 910

N3IUNTS r
1 Itk , Dw X ——

(Wey. MiBsEd AIUeY) (neY. 25750 W) (ney.Junsiav U mow)

GPU 677355 [V2602] G N 5 @”VW%I

(ney.nuaduv dewdiusuiasy) (ney.01NAT ANEd)




ASUINYIPNANSNISUANY ABITN1TNAFBUNANS I ETILEUDIIAIUSIENITNAFDY
asrvdoURsIuAuaLTivianaia 3 lot IngwesuiRng ISO/IEC 17025 ilily
HNER fail

Finished product specification Airmuualilunadnuarlusioms suuineiings

(n) Assay or potency 24

(v) dudovaasudugiinie AMmualiAzLLLTIN 36 MNATIIATUYNTITE H1U1A 36
Witelaitenisnuninvualalu Finished product specification inaanmiy
dndruann 36 wwilavu (Maten2 duvus) leawdunisiesuuutefivaeusvun
iy

(2) flanzntiadouanin1svesuTeInNNAINTTD ToUHURNSAMNNINTEIU ISO/IEC 17025 30
INNsUINEIAEnsnIsung laglifinnsneagaundndusenidussialusienisnedasu

pyIvaeunTInAuaNURMavain 3 lot IneviesufiRnns ISO/IEC 17025 lallugnin Asil
Finished product specification Ainmmunlilugudnuauzlusienisviusiennngs

(n) Assay or potency 12

(v) dudenaaeudu q Aimde MyuAliAzuLUTIN 18 MNATIAATUYNTITE v 18
witelaitenilanuinmualilu Finished product specification ¥ineanau
dnduan 18 LewiaTu (matisu2 funie) lnerdsnsiiazuuutenivdeUssaunuiu

AURIY (ATUUULAL 100)

o ] wad & '
3. AuU59999 3: AnanUANdaUslavdsan1sy

- w

o ed A o
AUsuann kK LUULA!

v‘imsmiﬁmaﬂmiwﬂumﬂusgng;ﬁua‘-u'w - , L | Gous Suuu 5
msuanidgunsusiomuneny 100
3.1 wanideulddusiuo Ingliddefmunideulala q lunisuanwieu 100
3.2 uanidsuldlaisnnd 50% videfideulvlunisuandeu 50

7
N33UNT %ﬂ\/
1%’/"' .................. 2 o/ 3

(Wey. MiBSEd FImIey) (NeY.25750] Nawluwn) (ney.Junsiawn 1 mewn)

GPU 677355 [V2602] 4 (o3 5 @Wﬂ; ...........

(ney.nuadunt daudiuseiasy) (ngy.01nF3 uEd)



LUU UN.ob

A19EAIINRUIVUTEUUN RS UINETTHALIIU AL EAAT bTY
N15AYDINVNA LY UnBaS19

&.

. ¥alasens Usemanandenvsueisn 31U o 571813 lnsisusemasiadianvselind (e-bidding)
. MiE9UI1Ya41A5INTS  T5IneUNagassTil nguuAduns Y

. NRUIVUTZUUNLASUINETS

&,&ob,0eD.00 UM (auiuaunnwuniespauuadunnumaiu)

. JufAuuAsIAINa19(51A181989) o Tui e dguieu b

®) 81 Amino acids e ¢/@oo ML + dextrose &.& g/@oo mL solution for infusion, @ L bag
MUY omoo bag
31AV/NULE nand&.ee UV
Judu  o&e,ocn.00 U @0suinuauaniudaiudaunnuimd)
®) 81 Amino acids & ¢e.cem L + dextrose eom e.cem L + lipids €& Ye.ca= L emulsion for infusion,
o.€e L bag '
MUY en,enoo  bag
1AV MUY ©,00&.00 UM
Bulu  mebs,coo.0o UM (@mduALLauADmIuMARUAS B8 UML)

UHAINUIVIIIAINAN(51A181984)
o) M minsdensednsnsmdsganelusseziat b Ysulsvana audyg et 8a conm.o/odle/odoc

aviuf @b NHUNAN bEow

b.

) UsENARMZNISUNMSHAINISEUUEWEA 1389 AMTUATIANNA1NE1 a0UAITIININYUNY e NUEIEU bdow

sedoidmiiigimuasiainatasraidneds) yay

b.e WNgANaNYA! SYdEnalSAY UsE5IUNTINNTT
b0 WNHgYIIUY EAlnIvg N3SUNS

b.n WNANDINAT ANLE NISUNS

AYD oo [ YA NIIUNNT ANYD........ 8L i o . N3SUNNT
(Uelgytiuyl WEAlnIng) (UNEMDINAT ANNLE)




SIWALLDUALIVAUNET U o FI8AT

=p.

S189N15 U WU | 59A/%U2 | 97UIUEU (V)

® | Amino acids e ¢/@co mL +
dextrose #.& ¢/@oo mL solution o,eoo bag nnd.ex | ©,Em,0e0.00
for infusion, @ L bag

© | Amino acids & Ye.cex L +
dextrose @om ¢/e.€ex L + lipids

) M,n00 bag ®,00&.80 |  M,MeX,0E&0.00
@e ¢/e.€&s L emulsion for
infusion, e.€&= L bag
24U Y v v o & v v
¥ aﬂ' (‘Vl'la']‘uLﬂ'lLLﬂ‘UWﬂW'U‘WusﬁaﬂLLﬂﬂaUﬂﬂU"Wm'JU) &,ob,eeb.00
NNaUY <
(
(5 K [0 [ i > SR Us¢51UNTIUNNS
(wgandnuel Sedensalimi)
R T N3NNI avde..... QX “§ ............. NIINANT

(wealgrnivd Eelning) (WNEAINAE AwLd)



