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518150 1 Glycerin 10% solution for infusion, 500 mL.
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1.%887  Glycerin 10% solution for infusion, 500 mL
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2.2 dwudney  Usznaudau@aan Glycerin 10% wiv U3unas 500 mL
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3. AMANIANIIINARA

3.1 Finish product specificationm

1. YSanuddngy

90.0 - 110.0% L.A. of Glycerin

2. ldentification test

ATIVIUAINNINTF U Finished Product specification

3.pH

@729 UAUNINTZ N Finished Product specification

4. Sterility

ATIVAIHAINNINTF W Finished Product specification

5. Particulate matter
- w19 > 10 pm Wifin 25 ayma/mL

- 2w1@ > 25 pm Wilfin 3 aunia/mL

AT IUAWNINTZN Finished Product specification

6. Bacterial endotoxins

ATIVHIUANNNINTFIN Finished Product specification

7. Volume in container

AT BANNIATI M Finished Product specification

3.2 Drug substance specification @6
AmsNlAN9INAlLa UsP3s BP 2013
1. USnman mﬁ’lﬂ"m 99.0 - 101.0% of Glycerin (Calculated 98.0 - 101.0% of Glycerin (anhydrous
on the anhydrous basis) substance)
2. ldentification ATIINU AN
3. Specific gravity Not less than 1.249 -
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3.2 Drug substance specification " (@9)
quaaliaMInaia USP 35 BP 2013

4. Residue on ignition/ NMT 0.01% NMT 0.01%
Sulfated ash
5. Water NMT 5.0% NMT 2.0%
6. Chloride NMT 10 ppm NMT 10 ppm
7. Sulfate NMT 20 ppm -
8. Heavy metals NMT 5 ppm NMT 5 ppm
9. Limit of chlorinated NMT 30 ppm of Cl . -
compounds
10. Fatty acids and esters | @323H % ATIU

11. Diethylene glycol and | NMT 0.10% -
ethylene glycol

12. Related compounds - Individual impurities : NMT 0.1% - Impurity A : NMT 0.1%

- Total impurities : NMT 1.0% - Any other impurity : NMT 0.1%

- Total : NMT 0.5%

13. Refractive index - 1.470 - 1.475
14. Acidity or alkalinity - ATV ’
15. Aldehydes - NMT 10 ppm
16. Halogenated - NMT 35 ppm
compounds
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INUNIIN 2 Amino acid 10% solution for infusion, 100 mL
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1.3a  Amino acid 10% solution for Infusion, 100 mL

2. amasnianaly

2.1 3uuuy Wumssensdmannids la Wid smsulimmasaiioad

22 #udsznay  luansazany 1 Aas Usznaudrgdaendegy 9% L-Isoleucine 8 g, L-Leucine 13 g, L-Lysine
monoacetate 12 g ﬁ.augaﬁu L-Lysine 8.51 g, L-Methionine 3.12 g, L-Phenylalanine 3.75 g, L-Threonine 4.4 g,
L-Tryptophan 2.01 g, L-Valine 9 g, Arginine 7.5 g, L-Histidine 4.76 g. Glycine 4.15 g, Taurine 0.4 g, L-serine
7.67 g, L-alanine 9.3 g, L-proline 9.71 g, N-acetyl-L-tyrosine 5.176 g ﬁaugaﬁ'u L-tyrosine 4.2 g, N-acetyl-L-
cysteine 0.7 g ﬁ'ﬁugaﬁ'u L-cysteine 0.52 g uaz L-malic acid 2.62 g(z’

2.3 MTULYIN ussq’lum‘n%wﬁqmﬁﬂﬂﬂﬂmnL'Tirammﬂ 100 mbL / 1 MTUTUIN
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3. andaniamanana

3.1 Finish product specification(1)'(2)
1. YSunmuarandngy
- L-Isoleucine 90.0 — 110.0% of the L.A. of L-Isoleucine
- L-Leucine 90.0 - 110.0% of the L.A. of L-Leucine
- L-Lysine 90.0 — 110.0% of the L.A. of L-Lysine
- L-Methionine 90.0 — 110.0% of the L.A. of L-Methionine
- L-Phenylalanine 90.0 — 110.0% of the L.A. of L-Phenylalanine
- L-Threonine 90.0 — 110.0% of the L.A. of L-Threonine
- L-Tryptophan 90.0 — 110.0% of the L.A. of L-Tryptophan
- L-Valine 90.0 ~ 110.0% of the L.A. of L-Valine
- Arginine 90.0 — 110.0% of the L.A. of Arginine
- L-Histidine 90.0 - 110.0% of the L.A. of L-Histidine
- Glycine 90.0 — 110.0% of the L.A. of Glycine
- Taurine 90.0 — 110.0% of the L.A. of Taurine
- L-serine 90.0 - 110.0% of the L.A. of L-serine
- L-alanine 90.0 — 110.0% of the L.A. of L-alanine
- L-proline 90.0 — 110.0% of the L.A. of L-proline
- L-tyrosine 90.0 — 110.0% of the L.A. of L-tyrosine
- L-cysteine 90.0 — 110.0% of the L.A. of L-cysteine
- L-malic acid 90.0 — 110.0% of the L.A. of L-malic acid
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3.1 Finish product specification“)'(z) (Giﬂ)
2. ldentification mi’n’nachum&lﬁsquu Finished product specification
3. Particulate matter AT

- 8UMAYUIA > 10 pm i 6,000 aRN"A/container

- apMAYIA 2 25 um Lifiu 600 a%MA/container

4. Sterility NTITNIU

5. Bacterial endotoxins mnmumuﬁiqulu Finished product specification
6. pH mi’aiwhumuﬁ‘a‘:qlu Finished product specification
7. Volume in container ATITHW

8. Purity m’mmum&lﬁiquu Finished product specification
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57801901 3 Amino acid 10% solution for Infusion, 500 mL
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1.8 Amino acid 10% solution for Infusion, 500 mL

2. ansaanianialy
2.1 Juuuy Wiasazapyneinde la Lidd damitlinimasaiand
22 gudsznay  wasazane 1 et Usznaudlualendny @i L-lsoleucine 5 g, L-Leucine 7.4 g, L-Lysine
acetate 9.31 g ﬁ'auyaﬁ'u Lysine 6.6 g, L-Methionine 4.3 g, L-Phenylalanine 5.1 g, L-Threonine 4.4 g, L-Tryptophan
2 g, L-valine 6.2 g, L-Arginine 12 g, L-Histidine 3 g, L-Alanine 14 g, Glycine 11 g, L-Proline 11.2 g, L-Seine
6.5 g, L-Tyrosine 0.4 g W8z L-Taurine 1 g @
2.3 MIULUIN ussqlumwzmsqmaﬂﬂﬂﬂmm%awm 500 mL / 1 MTULUTIY
2.4 axn - szyfiamn dullszneudIsdAtuazAANT Tunda 'Yuﬁyua'mq \UTARER WazLAY
nafoudsuen ureitmsiiusnmnenliedngauuuussaiogg
- UWMTULTIIN atakand aai:q%am P30BaMINIINM FIRUTNILURTIWIAANN
AMUUSIEILN L§VANES fuﬁvumuqvl'i'%mw
3. ankEAMIINARA

3.1 Finish product specification™®

1. USanudendny
- L-Isoleucine 90.0 — 110.0% of the L.A. of L-Isoleucine
- L-Leucine 90.0 — 110.0% of the L.A. of L-Leucine
- L-Lysine 90.0 — 110.0% of the L.A. of L-Lysine
- L-Methionine 90.0 — 110.0% of the L.A. of L-Methionine
- L-Phenylalanine 90.0 - 110.0% of the L.A. of L-Phenylalanine
- L-Threonine 90.0 - 110.0% of the L.A. of L-Threonine
- L-Tryptophan 90.0 — 110.0% of the L.A. of L-Tryptophan
- L-Valine 90.0 — 110.0% of the L.A. of L-Valine
- L-Arginine 90.0 — 110.0% of the L.A. of L-Arginine
- L-Histidine 90.0 — 110.0% of the L.A. of L-Histidine
- L-Alanine 90.0 — 110.0% of the L.A. of L-Alanine
- Glycine 90.0 - 110.0% of the L.A. of Glycine
- L-Proline 90.0 — 110.0% of the L.A. of L-Proline
- L-Serine 90.0 — 110.0% of the L.A. of L-Serine
- L-Tyrosine 90.0 — 110.0% of the L.A. of L-Tyrosine
- Taurine 90.0 - 110.0% of the L.A. of L-Taurine
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(1).(2)

3.1 Finish product specification (Gia)
2. Identification m’)iwi’lumuﬁizi.ﬂu Finished product specification
3. Particulate matter ATIHU

-qwe >10 um Flidiu 25 aymamL

-awe > 25 um Flifiu 3 aymamL

4. Sterility A9 U

5. Bacterial endotoxins m’siwhumu'ﬁsquu Finished product specification
6. pH m':ﬁ)vhum’luﬁi:q'lu Finished product specification
7. Volume in container AU

8. Purity m’mbhumuﬁs:gl% Finished product specification
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112 lunsrﬁﬁtﬂummnT”uLv‘iian'mLﬂoussq naneds ne.3
1.1.3 lunsdifidugmindrandrsdssnea nanofis ne.4
12 ludmetunadoun ne.1/p.1 vasnfiauann wasmusadseiatansmugun s naan st
auiidunzifion  (finished product specification) uazTariMuanmNINIBIIARAL (drug  substance
specification) nsrﬁﬁ'aQszmwomsmﬁwuﬂamn“lmﬁmﬁu D INMLLANENTRNWIAWTNSMTYBWN 1 (8.5)
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i’lsln'li‘ﬁ 4 40% WN Glucose, 10% Amino acid and 20% W/V Lipid
emulsion for intravenous infusion 1,800 kcal

L Qs =
AU IZNIEAIINIA AUAIYSIN

o1 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid emulsion for intravenous

infusion 1,800 kcal

ansantana

2.1 3wy Wumsamsinennia dwiuldnenasaifaad (intravenous nutrition)

2.2 §utsznay u 1 MTUUTIY 1,500 mL THWA397% 1,800 keal Usznauaaseien 3 #3% WONTeILTI
(three chamber bag) et
A 1 ;sazanslaas Amino acid 10% WV with Electrolytes U33nas 600 ml Ulsznaudas L-Alanine
20.70 g/l, L-Arginine 11.55 g/, L-Glycine 10.30 g/I, L-Histidine 4.80 g/, L-Isoleucine 6.0 g/l, L-Leucine
7.25 gll, L-Lysine 7.25 g/l, L-Methionine 4.0 g/l, L-Phenylalanine 5.6 g/l, L-Proline 6.8 g/l, L-Serine
5.0 g/l, L-Threonine 4.2 g/fl, L-Tryptophan 1.80 g/I, L-Tyrosine 0.40 g/l uaz L-Valine 5.80 g/l ua< Electrolytes
1éun Potassium 60 mEg/l, Sodium 80 mEq/l, Magnesium 11.05 mEg/l iLaz Phosphate 35 mEq/l
daniA 2 Usznauday Uasuiv12989 Lipid emulsion 20% WV 13u1@5 300 m
ai_’n_ﬁ;_a Usznaude a1sazanelaved Glucose solution (40% WI/V) with Calcium 1US1195 600 mi uaz
Calcium 10.0 mEq/|

2.3 MAUSUIN UTTIluMIUzLITENda Unenide wuu 3 TaIUTTY

2.4 281N - i:q%am Ul TzNa UM HIAYUAZAINUTI TUNRN fuéumuq \NUARED uazlaY

nafoudsue uasifnsifushwne lagesaiauunusraniue
- UBRMIUSUTIYEN atmﬁami’aas:q%am W38T MR FIULITNOLLAZIWIAAY
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3. Qmauﬁﬁmamnﬁa

3.1 Finish product specificationm

3.1.1 §1391%113 Glucose solution with Calcium

1. Identification mwshumuﬁi:qlu Finished product specification

2. YBanudasdnty

- Glucose 90.0 -110.0% of the L.A. of Glucose

- Calcium 90.0 -110.0% of the L.A. of Calcium
3. pH m’:'«n&hum&l“fﬁ:q‘lu Finished product specification
4. Appearance Clear

5. Particulate matter (Particulate contamination) | #329K %

-awe > 10 pm Fhitiu 25 aumamL

-awe > 25 pm Fhitiu 3 aumamL
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3.1.2 81391419 Lipid emulsion

1. Identification

A39 mumuﬁiquu Finished product specification

2. PBinmaamnaagy

90.0 -110.0% of the L.A. of Lipids

3.pH

ﬂi’afalsi’mmuﬁi:iﬂu Finished product specification

4. Droplet size

a9 umuNsEYlu Finished product specification

3.1.3 #1981%15 Amino acid solution with Electrolytes

1. Identification

m’;’«)&humuﬁizqh Finished product specification

2. Jinadrendng
- L-alanine
- L-arginine
- Glycine
- L-histidine
- L-isoleucine
- L-leucine
- L-lysine
- L-methionine

- L-phenylalanine

90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.
90.0 -110.0% of the L.A.

of L-alanine

of L-arginine
of Glycine

of L-histidine
of L-isoleucine
of L-leucine

of L-lysine

of L-methionine

of L-phenylalanine

- L-proline 90.0 -110.0% of the L.A. of L-proline

- L-serine 90.0 -110.0% of the L.A. of L-serine

- L-threonine 90.0 -110.0% of the L.A. of L-threonine

- L-tryptophan 90.0 -110.0% of the L.A. of L-tryptophan

- L-tyrosine 90.0 -110.0% of the L.A. of L-tyrosine

- L-valine 90.0 -110.0% of the L.A. of L-valine

- Sodium 90.0 -110.0% of the L.A. of Sodium

- Potassium 90.0 -110.0% of the L.A. of Potassium

- Magnesium 90.0 -110.0% of the L.A. of Magnesium

- Acetate 90.0 -110.0% of the L.A. of Acetate

- Glycerophosphate 90.0 -110.0% of the L.A. of Glycerophosphate
3. pH mﬂﬁm"mmuﬁsquu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) | @333K U

-2w1 > 10 um Flaifin 25 synanamL

-awa >25 um Flifin 3 aumamL

[ £ o £ 4
3.1.4 @1IacaNaNEINS 3 §2% (Mixed solution) ABILFAINITATID AH

1. Bacterial endotoxins

ﬂii%ﬁiﬁumuﬁi:qh Finished product specification

2. Sterility test

ATIH
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L 4 i
swa:tﬁﬂﬂqmanumzmm:uuufhmanmsmsw%anﬁnmﬁm |
18N B04 /2559

19191 5 Amino acid 8% with BCAA solution for Infusion, 500 mL

mnﬂsxmﬁﬁ'm'?ﬁquaswmﬁ

1.B887  Amino acid 8% with BCAA solution for Infusion, 500 mL

2. amaniiana ly

2.1 3uluwy WlumsazaoUnennds ls Wi swsulinsaniand

2.2 dmtlsenay luasazane 500 mL ﬂs:nauﬁqueﬁmﬁﬁmﬁoi{ L-Tryptophan 0.35 g, L-Arginine HCI 365 g 7
am;llaﬁlu L-Arginine 3.0 g, L-Histidine GCI. H,0 1.60 g ﬁla&lgaﬁ'u L-Histidine 1.20 g, L-Isoleucine 4.5 g, L-Leucine
5.50 g, Lysine HCI 3.80 g ‘ﬁ'ﬁugaﬁu Lysine 3.05 g, L-Methionine 0.50 g, L-Phenylalanine 0.50 g, L-Threonine
225 g, L-Valine 4.2 g, Glycine 4.5 g, L-Serine 2.5 g, L-Proline 4.0 g, L-Cysteine HCI. H,0 0.2 g 'ﬁ'aw‘aﬁu L-
Cysteine 0.15 g Uae L-Alanine 3.75 g?

2.3 MIULUTN ussq‘lumw:’umwmaanﬂﬁﬂmnv}fﬂ'nmﬂ 500 mL / 1 MTUTUTTY

2.4 aan - szq%‘am UL TNOLAIN R YUAZANNUTI TUNER 'S'uﬁvumq WURKER usziaY

nzifisudiuen uasiimafvinwenliegwdauunussyiaed
- UWMTUTUTIYEN amoﬁaaﬁaﬁ:q%am WIaBonImsen FamUsznaLLazIwIRAY

AMUUSIVBIL LRTTNER ‘i‘u?mmqvlﬁ'mw

3. ALEANUAYNINALA

3.1 Finish product speciﬁcationm'm

1. dSnuarsndagy
- Total Nitrogen
- Total Chloride
- L-Tryptophan
- L-Argine HCI
- L-Histidine HCI H,0
- L-Isoleucine
- L-Leucine
- L-Lysine HCI
- L-Methionine
- L-Phenylalanine
- L-Threonine
- L-Valine
- Glycine
- L-Serine
- L-Proline

- L-Cysteine HCI H,O

- L-Alanine

90.0 - 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 -~ 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 — 110.0% of the L.A.

of Total Nitrogen

of Total Chloride

of L-Tryptophan

of L-Argine HCI

of L-Histidine HCI H,O
of L-Isoleucine

of L-Leucine

of L-Lysine HCI

of L-Methionine

of L-Phenylalanine

of L-Threonine

of L-Valine

of Glycine

of L-Serine

of L-Proline

of L-Cysteine HCI H,0O

of L-Alanine
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(1).(2)

3.1 Finish product specification h))
2. Identification A3 UANNTEY Y Finished product specification
3. Particulate matter ATV

- 99 > 10 um Fhifin 25 suma/mL
- 19 > 25 um Flaidiu 3 ayniamL

4, Sterility ATNHIU
5. Bacterial endotoxins @lﬂim"mm'\&lﬁs:lﬂu Finished product specification
6. pH msnmumuﬁ‘s:q‘lu Finished product specification
7. Volume in container ATITHY

Gouludu g
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12 ludmatunadoun no.1/8.1 vasnfiamenan Winumuszld e ITaN LN MMWTBIRRAA T
anufidunzifion  (finished product specification) WAzTaiIMUAAIUNINYBITANAY (drug  substance
specification) nsrﬁﬁag;s:wmmsm§auuﬂaoun°’lmw‘i'mﬁu rdpIunuenamsELWIMWEEAIYaLd 11 (8.5)
W W3aw finished product specification Waz/»3a Drug substance specification laguaun lunawindseme
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22 nididwsmindranaisdsuina WrdadasddunmwiiemiiFeTusesnaIumMInIasIay
WENLNTLAZIENT1TAA IUN1SHAAET GMP-PIC/S %38 US cGMP VoIUsTnANIAAILEIFA AaTaUNT
asnsaulasdinamsusasfioiudszmadsznianasidnnsefing
3. Lanmsqmn”nw'naamﬁl,auaswm (Fuwimwiine)
3.1 HAMIATIRUATIZAUNTWKAA I8 IENAN (Certification of analysis) ‘lum‘g’uﬁduﬁuﬁﬁama
3.2 iamIaTR AT MMWIANAUVaIdIEndeTY (Drug substance) ﬁ'l’ﬁ'lumsmﬁmmg’uﬁdatﬂum”‘aatha
vﬁamaaﬁwﬁma’ll,l,azp‘{wﬁmi'mqﬁu
3.3 lunsdidunsifonenanannnii 2 9 szdesfidmnmeinunansAnm Long term stability enafiéin
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3.4 lunsdifunaouenantasnii 2 9 AITEFUUMIN BN M IANHIAUAIRIVDIB AU B
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muﬁﬁmuﬂluv\”ﬁaqmauu'?m"":vlﬂﬁwm"u
5. msﬂs:ﬁ'uqmmwmﬁdmau (waasLanaTnIvsuLlsznu)
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3181150 6 Acetate ringer’s solution for Infusion, 1000 mL
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2.1 guuny
2.2 #udsznay

Acetate ringer’s solution for Infusion, 1000 mL

v ¥ am e
Wushendnaannds 1a sl #wsuda

D N PR 4
Usznaualsaend@nny adi Sodium 3.0 mg/mL, Potassium 157 mg/L, Calcium 54.5

mg/L, Chioride 3.88 mg/mL uas Sodium acetate trihydrate 3.8 mg/mL
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2.4 387N

msq'lum’ﬁu:mmwm aAnIUIA 1 ,000 mL
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3. amainmManana

3.1 Finish product specification")

1.

a

YSuuaaendagy
- Sodium

- Potassium

- Calcium

- Chloride

- Sodium acetate trihydrate

90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.

of Sodium

of Potassium

of Caicium

of Chloride

of Sodium acetate trihydrate

- 9w1@ > 10 pm ailfiu 25 auna/mL
- 9w1@ > 25 pm hilfin 3 aymamL

2. Identification mmmumuﬁs:q‘lu Finished poroduct specification
3. pH m’thumuﬁi:qlu Finished poroduct specification
4. Heavy metal mmmumuﬁsquu Finished poroduct specification
5. Sterility test ATITNW
6. Particulate matter AT

wouwiad qudssun)

7. Bacterial endotoxins mm&humuﬁsquu Finished poroduct specification
8. Volume in container ATITNIU
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Sterile water for injection 100 mL

aaulsznAdIninguaasi

!

1.%amn  Sterile water for injection 100 mL
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2.1 3uuuy Wuansazawusianns by LdF dmiuda

A‘ L o o g l‘; a A a
22 MIUSUIN US??:L%J'I']’H%:HSSQU']a@]ﬂi’]ﬁl‘ljaLLUUWR’IK@]HK’]“SUl’ﬁﬂSGL(ﬂU’J LRSMTUSUIIININ

iedmTuuseLRnadas 60 mL
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3.1 FEinish product specificationm'(z’
AMANTANIINARA USP 35 BP 2013

1. Acidity or alkalinity / pH ATIVU ATIVHU

2. Water conductivity ATIVHIU ATV

3. Oxidisable substances ATIVNIW ATIVHIU

4. Chlorides - NMT 0.5 ppm

5. Nitrates - NMT 0.2 ppm

6. Aluminum - NMT 10 ppb

7. Sulfates - ATITHU

8. Ammonia - NMT 0.2 ppm

9. Calcium and magnesium - ATV

10. Residue on evaporation - NMT 0.003%

11. Particulate matter ATIVHU ATV

- w18 > 10 um Wilfiu 6,000 auna/

container

- awie > 25 pm lifiu 600 ayne/
container
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3.1 Finish product specification (Gia)
AMANTANINARA USP 35 BP 2013
12. Sterility tests ATIVNI A3HU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin UnitmL | NMT 0.25 1U/mi
14. Volume in container ATV AT
15. Total organic carbon NMT 0.5 mg/L NMT 0.5 mg/L
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s1ansn 8 0.9% W/V Sodium chloride for Irrigation 1,000 mL

muﬂs:nm&i’wi’aquasﬂmﬁ :

1.8887  0.9% WIV Sodium chioride for Irrigation 1,000 mL

2. amanianaly
2.1 JUuuy Wumnsazmwtnennie 18 LWidd §wst irigation
2.2 @wmdsznay Usznauaa@aen Sodium chioride 0.9% WV 13113 1,000 mL
2.3 MUUTUITY  UITIUNITUSLITIAWAEAN z%qu%’ulﬁﬂ%tﬁm‘[ﬂﬂﬂammu’lﬁmaanmnm’nuzuﬁiﬂﬁ”
8819328157
2.4 287N uumi@ﬁm‘rﬁm:uunwu:msqﬁ'ﬁusTam s:y‘%am fUUINaUAINFAYLAZANUUT

Tunuaony waninae inanzdoudriuem uaeszy “not for injection” 1ipdneraian

3. AMKANLANIINARA
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3.1 Finish product specification'””
ansuianwinaia USP 35 BP 2013

1. USunmsandnty 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AU AU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Unit/mL NMT 0.5 {U/mL
4. pH 45-70 -
6. iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility AT ATITHY

3.2 Drug substance specification

3.21 Sodium chioride'™?

AMANLIANINARA USP 35 8P 2013
1. ﬂ?mmﬁ”)mﬁ’]ﬁ’m 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis
2. Identification ATITHIH AU
4 / ;
(RT0) oo L& S e UsrFuaenNIsIms
J (WIBIN3N FITTUMN) \\P
4 4 :
[CELT:) R DOk oo TR nIsuNg (R L 1) JURUUUUUTURR, A SOSRT NIINNTT
(wiouwiad qUasIINN) (WNEMWES Mgawiait)
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3.2 Drug substance specification
(2(3)

3.2.1 Sodium chioride™™ (qia)

anduanuinaia USP 35 BP 2013
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity AU AU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIWIU ATIU
7. lodides ATIIU ATINU
8. Nitrites NMT 0.01 AT
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIIH ' AU
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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'swaztﬁmqméf NEMIIANITURLNIYDNEITNITIAT DLIBATY B |
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578NN 9 0.9% WIV Sodium chloride Injection 100 mL

andssmadsninguausii

1.88m  0.9% W/V Sodium chloride Injection 100 mL

2. ansangianaly
2.1 3wy Wussacmotnaannide la Wds dmiudadinasadond
2.2 dwdznay dsznaudlualsn Sodium chloride 0.9% WV U515 100 mL
2.3 MTIUIIN us‘sa;'lum’ﬁu:mia;maﬂﬂswm%auuuwmaﬁna‘im%’ulﬂiﬂ%tﬁm WaTMIULITIABIT
ﬁdwﬁm%’uussgml,v‘i'uas_i’mﬁaﬂ 80 mL
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3. ananuANMImaia
Nammﬂa"imﬁ:ﬁqmmmﬂu"lﬂmu Finished product specification waz Drug substance specification i
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3.1 Finish product specification™*”
AndniGmanaia USP 35 BP 2013
1. YSumdaendnny 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test ATITHY AU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-70 AU
5. Particulate matter AT ATIIU
- 9@ > 10 pum lilfiu 6000 sume
container
- %@ > 25 pm liifin 600 aunne/
container
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% based on the amount of -
NaCl

8. Sterility ATIINIU ATIY
9. Volume in container ATIWIB ATIWU
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3.2 Drug substance specification

3.2.1 Sodium chloride ™®?

anaNiANIInaia USP 35 BP 2013

1. Winmdedngy 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification A28 U ATU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWIN ATIWIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIWIH ATIINIU
7. lodides ATIIIU AU
8. Nitrites NMT 0.01 ATITHIU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12, Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIU AU
14. Iron NMT 2 ppm Maximum 2 ppm
156. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 JU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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318M150 10 0.9% WIV Sodium chioride Injection 500 mL

muﬂsznma‘i’mi’ﬂquaﬂwmﬁ

1.8081  0.9% WIV Sodium chioride Injection 500 mL

2. ansanianaly
2.1 puy Wuasazmsdnannds la WTF smibiadanasedond
2.2 sHudsznay Usznaudau@len Sodium chloride 0.9% WV U3anas 500 mL
2.3 MTUUIN ussaglum’ﬁu:msqmﬁﬂﬂswm%auuuwmaﬁnﬁm%’u‘lﬁﬂ{uﬁm UaTMTUELTTIAEI
ﬁ’mﬁm%‘uuﬁqmtﬁuamoﬁaﬂ 250 mL
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3. AMENLANIIINARA

Namimm"?Lﬂi’l:ﬁ‘ﬂ‘mn’lmﬂu‘lﬂmu Finished product specification W& Drug substance specification i
a e o Qs a o i ' o @
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3.1 Finish product specification“”(z)

AmANIANIINAta USP 35 BP 2013
1. T maandagy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIVHIN AT
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-70 A7296 U
5. Particulate matter ATITEN AT

-7wa >10 um Lifin 25 aymamL

-1wa >25 pm Bidiu 3 aymemL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATV ATV
9. Volume in container ATITNIH | aTedn
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3.2 Drug substance specification

3.21 Sodium chioride "?

ATANUENMIIARA USP 35 BP 2013

1. U?&nmﬁ":mﬁ'lﬂ"mo 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification ATIU ATIU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWN ATIINIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIU ATIHIU
7. lodides ATIWU ATIWU
8. Nitrites NMT 0.01 ATIHIB
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIWY ATITHIU
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT & ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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3. Lanmsqmmwmaammauaﬁm (Fwwinmweing)

3.1 wamwnﬁLﬂﬂ:ﬁﬂmmwwﬁﬂﬁ'mwfmaaﬁwﬁm (Certification of analysis) 'lums'uﬁﬁuﬂuﬁ"aaﬂ"m
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318015 11 0.9% W/V Sodium chloride Injection 1,000 mL
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|

1.Bagn 0.9% W/V Sodium chloride Injection 1,000 mL

2. amaENlana 1

X ' o o o
2.1 3uuyy Wusnsasaedsiaande s Wids s mivdadimasntaad

22 fwmdznay  Usznaudlw@asn Sodium chioride 0.9%W/V 1307197 1,000 mL
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3. AMANVANMIINARA

Namsmw?Lﬂi’l:ﬁqmmmﬁu"lﬂmu Finished product specification uaz Drug substance specification
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3.1 Finish product specification™?
AnaNIANINARA USP 35 BP 2013

1. Sanmdaeddy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AT ATIHIU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 {U/mL
4. pH 45-7.0 AU
5. Particulate matter ATIVIU ATIHIU
-2W10 > 10 um laifiu 25 symeimL
- WA > 25 pm lifiu 3 eymamL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATIWIU ATIINIH
9. Volume in container AT ATIWH
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3.2 Drug substance specification

3.2.1 Sodium chloride ?

AN winaia USP 35 BP 2013

1. Pnmdaendary 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification ATIFIU AU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATITHI AU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIHIU ATIWU
7. lodides ATIWU ATIU
8. Nitrites NMT 0.01 ATIU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIWU AU
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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578n119N 12  Essential trace elements solution Injection, 10 mL
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1.Ban  Essential trace elements solution Injection, 10 mL

2. amsantianaly
2.1 Juny WussaznoUnannidals swiulivnamssadand
22 dudszney  lusisazas 10 mL Usznaudasdasdnty a9i lodine 1 pmole, Selenium 0.4 pmole,
Ferrous 20 ymole, Zn 100 pmole, Chromium 0.2 umole, Copper 20 umole, Fluoride 50
Kmole, Manganese 5 umole WAz Molybdenum 0.2 umole
2.3 MUY ussqlumﬁu:wmaﬁnﬂﬁﬂmm%ammﬂ 10 mL / 1 MTUDITY
2.4 a8 M - :q%am FIUUINAUMEIIAYUAZAINLTY TUHEN fu§umq WfNEa uazie
nafioudriuen LLa:'“J‘ﬁ'msLﬁu%'nmmvHazho’ﬁ’mwuums?ﬁ’msﬁ
- UUMTUSIIEN aﬁwaﬁaﬂﬁaaszq%‘am wiafamimsm saulsnauuatIwaa Y
AMUUTIVBIN LDUANER 'S'uﬁvumq‘l'f'ﬁ'mw
3. amaaiGNIINaKa

3.1 Finish product specification“)

1. USanmdaendegy

- lodine 90.0 - 110.0% of the L.A. of lodine

- Selenium 90.0 — 110.0% of the L.A. of Selenium

- Iron 90.0 — 110.0% of the L.A. of Fe

- Zinc 90.0 — 110.0% of the L.A. of Zn

- Chromium 90.0 — 110.0% of the L.A. of Chromium

- Copper 90.0 - 110.0% of the L.A. of Copper

- Fluoride 90.0 - 110.0% of the L.A. of Fluoride

- Manganese 90.0 - 110.0% of the L.A. of Manganese

- Molybdenum 90.0 — 110.0% of the L.A. of Molybdenum
2. ldentification m’mﬁhum’mﬁizq‘lu Finished product specification
3. Particulate matter (Particulate contamination) @15'31}&4"1%@11&1171:5:141% Finished product specification

- BHAIATUIR 2 10 pm 1aivfin 6,000 aynn/container
- BWNAIWIA > 25 um lilfiu 600 aumMA/container

4. Sterility ’ m’mmumuﬁ'squu Finished product specification
5. Bacterial endotoxins maﬂmumuﬁiquu Finished product specification
6. pH m’mmumuﬁ's:q‘lu Finished product specification
7. Volume in container @1‘5‘4&1&4'1%61’1&1“71'7:1411& Finished product specification
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3180150 13 Lipids emulsion MCT 20% for Infusion, 100 mL
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2. ananionaly
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Soya-bean oil 60 g/L

Lipids emulsion MCT 20% for Infusion, 100 mL
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3. AANUANIINALA

3.1 Finish product specification

M)

1. dSnmaasnday
- Sodium
- D,L-alpha-Tocopherol
- Total fat
- Caprylic acid C8:0
- Caprylic acid C10:0
- Olsic acid
- Linoleic acid
- Elcosapentaenoic acid

- Docosahexaenoic acid

90.0 — 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 ~ 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 - 110.0% of the L.A.
90.0 — 110.0% of the L.A.
90.0 ~- 110.0% of the L.A.
90.0 — 110.0% of the L.A.

of Sodium

of Total fat
of Caprylic acid C8:0

of Olsic acid

of Linoleic acid

D,L-alpha-Tocopherol

of Caprylic acid C10:0

of Elcosapentaenoic acid

of Docosahexaenoic acid

- Glycerol 90.0 — 110.0% of the L.A. of Glycerol
- Phosphorus 90.0 — 110.0% of vthe L.A. of Phosphorus
. ldentification @15’1m¢"1u6\’m1‘7;531ﬂu Finished product specification

. Microscopic particle count test

@329 N’mmuﬁi:q‘lu Finished product specification

. Sterility

AT N’mmuﬁi:q'lu Finished product specification
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. Bacterial endotoxins

@li’Jﬁlmumuﬁiquu Finished product specification
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3.1 Finish product specification (91)

6. pH a329rmaufiszylu Finished product specification
7. Volume in container miﬁ%ﬁiﬁumuﬁsquu Finished product specification
8. Droplet size miﬁlmumuﬁszq‘lu Finished product specification
9. Purity ATITHU
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muﬂi:mﬁﬁ'wi’ﬁqua'ﬂ%mﬁ

5781151 14  Dextrose 5% WIV in Sodium chloride 0.45% W/V Injection 1,000 mL

1. Bamn Dextrose 5% W/V in Sodium chloride 0.45% W/V Injection 1,000 mL

2. ansanana
2.1 gﬂu,m.l
2.2 @uwdsznay

uazlid antimicrobial agents Liugautsznoy

23 m"ﬁu:ussg

ﬁdﬂoﬁw{uussqmlﬁuaa’nﬁaﬂ 300 mL

2.4 3an

z el o @ o L a o
wuansazasdnaangs la Wdd awstiadnasnidaad
Usznaudazaaen Dextrose 5% W wae Sodium chloride 0.45% WV 51165 1,000 mL
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3. AMENUANIINARA

wamsmuﬁmﬂ:w‘qmmmﬂu"lﬂmw Finished product specification W8z Drug substance specification 7
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3.1 Finish product specification

(1).(2)

ansuiananaia

USP 35

BP 2013

1. USnmaendngy

95.0 - 105.0% LA. of Dextrose
95.0 - 105.0% LA. of Sodium chloride

95.0 - 105.0% LA. of Dextrose
95.0 - 105.0% LA. of Sodium chioride

2. Identification

ATIU

ATIMWIH

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units per g of

NMT 0.25 U per mL

dextrose
4. pH 32-65 35-6.5
5. Limit of 5-hydroxymethyifurfural and NMT 0.25 NMT 0.25
related substances
6. Sterility AU AT
7. Particulate matter ATIVEU AU
- 99 > 10 pm Lifiu 25 aymamL
- 718 > 25 pm Lifin 3 ayne/mL
8. Volume in container AT ATIINIU
[
(ao%a) ............................. k—/ UsemuAUENITUNNS
(Wen3n JITIUNIN)
(aa%ia) ................................................. NS (aa%a) ................................................. nsINAT
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3.2 Drug substance specification

3.2.1 Dextrose (csHuOs-HzO)“’"”

anauianumaia USP 35 BP 2013

1. Identification test ATIVEY ATININ

2. Color of solution Clear Clear

3. Specific rotation +52.6° to +53.2° +52.5° to +53.3°

4. Acidity ATITHIU ATIHIN

5. Water - Hydrous form loses between 7.5% and 7.0-95%

9.5% of its weight
- Anhydrous form loses NMT 0.5% of its
weight

6. Residue on ignition NMT 0.1% -

7. Chloride NMT 0.018% NMT 125 ppm

8. Sulfate NMT 0.025% NMT 200 ppm

9. Arsenic NMT 1 ppm NMT 1 ppm

10. Heavy metal NMT 5§ ppm -

11. Dextrin AT ATIU

12. Soluble starch,sulfites AT - Sulfites : NMT 15 ppm
- Soluble starch : a333H I
- Foreign sugars : #333H W

13. Sulfated ash - NMT 0.1%

14. Lead - NMT 0.5 ppm

15. Calcium - NMT 200 ppm

16. Barium - AU

3.2.2 Sodium chioride!"®

AmaiANvINaka USP 35 8P 2013
1. ﬂ?mm@ﬁmﬁﬁﬂ”ﬁy 99.0% - 100.5% of NaCl (on dried basis) 99.0% - 105.0% of NaCl (on dried basis)
2. ldentification AU AU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity AT ATIIHIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIU ATV
7. lodides ATIVIU ATIIHI
8. Nitrites NMT 0.01 A379H %
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm

(@958) oo, LJ szmunmenssums
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3.2.2 Sodium chioride™? (qla)
ATENLITNIINARA USP 35 BP 2013

13. Barium AU ATV
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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378n137 15 Dextrose 5% WIV in sterile water Injection 100 mL

mailsznadsninguasusii

1. #aen Dextrose 5% WIV in sterile water Injection 100 mL

2. ansanianaly

2.1 guuuy Wuasazargunaanis e LWidd dwindadnaeadaad

22 dmlszney  dsznaudandien Dextrose 5%WA TuihiSunas 100 mL uaz'liil Antimicrobial agents
Wudandsznay

2.3 MIULUTN ms@lﬂm’ﬁuxmsgmaﬂﬂﬁﬂmnL%au.uuwmaanzim{u'l'ﬁﬂ%tﬁmm UAZANTUSLTTY
d’aoﬁﬁ'jwﬁw{umﬁmtﬁuaah\nfau 80 mL
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3. amaaiANIINaka

NamsmlﬁLﬂi’l:ﬁqmn’lmﬂuvlﬂm’m Finished product specification Waz Drug substance specification ﬁ 81989
MMnFEATaTLE DIt Feldvanzifoudadiinuamenssun1TemI TR NIENTWAIBITRFY nai
WnasELTEB9Beda s luatiumAsurinnialnainin nydtlifisuhudiduwlyaulssmansznrsnssuge
304 wydnm 11&”ﬂ‘fuﬁuqauﬁﬁwaaﬂmnswmsﬂsznmﬁmm

3.1 Finish product specificationm

amdnAMIINaia USP 35
1. USnmaasndag 95.0 - 105.0% of the L.A. of Dextrose
(CgH4,06.H,0)

2. Bacterial endotoxins NMT 10.0 USP Endotoxin Units / g
3. Identification ATIVHU
4.pH 32-65
5. Particulate matter ATIVHU

- BRNNATUIG > 10 pm Taiifiu 6,000 aunIa/container

- ayMAYWIA > 25 pm Wilfiu 600 aumA/container
6. Heavy metals ATIVH U
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.25
8. Sterility ATIVHU
9. Volume in container ATIVHU
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3.2 Drug substance specification

3.2.1 Dextrose (CGHﬂOs.HZO)m

AnENIENIIINAKA USP 35
1. Identification test ATIWIU
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity ATIINIU
5. Water - Hydrous form loses between 7.5% and 9.5% of its weight

- Anhydrous form loses NMT 0.5% of its weight

6. Residue on ignition NMT 0.1%
7. Chloride NMT 0.018%
8. Sulfate NMT 0.025%
9. Arsenic NMT 1 ppm
10. Heavy metal NMT 5 ppm
11. Dextrin AU

12. Soluble starch,sulfites ATV
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