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98NS 1 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid

emulision for intravenous infusion 1,800 kcal

aalszmeadvinauasysiit 2 3 3.A. 2558

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

infusion 1,800 kcal
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1. dumsemsunannida dmsulimemaaaiiand (intravenous nutrition)

2. T 1 mouzuTy 1,500 mL 1Awa399% 1,800 keal Usznausindae 3 & UNTaILTIY (three chamber bag)

aait
ﬁ‘l_%f\'_j_ f1sazaulavas Amino acid 10% WV with Electrolytes 138105 600 ml sznausag L-Alanine
20.70 g/l, L-Arginine 11.55 g/i, L-Glycine 10.30 g/|, L-Histidine 4.80 g/, L-Isoleucine 6.0 g/, L-Leucine
7.25 g/l, L-Lysine 7.25 g/l, L-Methionine 4.0 g/i, L-Phenylalanine 5.6 g/, L-Proline 6.8 g/l, L-Serine
5.0 g/l, L-Threonine 4.2 g/l, L-Tryptophan 1.80 g/l, L-Tyrosine 0.40 g/ uaz L-Valine 5.80 g/l u8z Electrolytes
1ur Potassium 60 mEq/l, Sodium 80 mEg/l, Magnesium 11.05 mEg/| W8s Phosphate 35 mEg/|
danfi 2 Uszneudae SatuEI1v89 Lipid emulsion 20% WV 15anas 300 mi
@ Usznaudiy asazainlauas Glucose solution (40% WIV) with Calcium U331as 600 mi uaz
Calcium 10.0 mEqg/i
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1. #1991 Glucose solution with Calcium

1. identification mmmumuﬁs:qh Finished product specification

[

2. YSunegnd@nnm

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

- Calcium 90.0 -110.0% of the L.A. of Calcium
3. pH mi’)ini’mm&lﬁi:qlu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) mnmumu'ﬁ‘izqh Finished product specification

-awia >10 Um flain 25 aymeamL

-owa >25 Um lifiv 3 eymemL
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. #1997%19 Lipid emulsion

1. Identification mom\i’mmu‘ﬁ'itq‘lu Finished product specification
2. YRinmaamdngy 90.0 -110.0% of the L.A. of Lipids
3.pH (ili’li]thu@l’mﬁiﬂ.qllu Finished product specification
4. Droplet size mS’Jﬁlﬁhum&Jﬁiquu Finished product specification
3. @19871%119 Amino acid solution with Electrolytes
1. Identification mi'.mi’m@nuﬁssq'lu Finished product specification
2. YSunadandny

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

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

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

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

- Phosphate 90.0 -110.0% of the L.A. of Phosphate
3. pH m’mmumuﬁ‘i‘:q‘lu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) f773 mumuﬁi:qh Finished product specification

-awa > 10 Um Tlifi 25 aumemL

-owe >25 m Tlifin 3 sumemL
4. FVIREIISOHANND 3 HIM (Mixed solution) ABIUAAINITATIO Aotk
1. Bacterial endotoxins m’mci’mmuﬁs:qlu Finished product specification
2. Sterility test mwmumu‘ﬁ'izq‘lu Finished product specification
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2. LaNENTSUTAINNATFIUNTHAALN

2.1 nadngmaalwlsanalng grRadadidumnnnieniliFesusesnaIgIunIIHaaLIana
m"nmmfn‘ﬁ%msﬁﬁ'l.un'ﬁwﬁmuwaans:mnmmsmqm (GMP %38 GMP/PICs) lunaaenfilausuny

2.2 nydiffiuamiudreindrosana ArandadidmnnnieniiFe TuTeNAITIURIHEAEN

mméz”mnmwfﬁ%n'ﬁﬁ@ﬂun'\swﬁmmmaoﬂszmﬁg{wﬁm %39 Certificate of pharmaceutical products

3. mﬁ'muacﬁaaLﬂumﬁu?ﬁ'mﬂu;jwﬁmﬁag{umaﬁmuw (WERILDNAITIVTDI)
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4.1 manIanaTigmMNNAAA v AR (Certification of analysis) 'lums;uﬁdal.ﬂum"mtm

4.2 NANTIATIRUATIRUNMWIAGAL (Raw material) vaaande Al lunTInEa ﬂ%waecjwﬁmn
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7.1 FUWUFAINANITANMIAMNAIAITEIELN (Stability data)

7.1.1 lunsdidunzdougnanannnda 2 1 sxdasfdnunwaiowanisfine Long term stability e
fuRudalunsidouenanuaas

7.1.2 lunsdidunadonsnantasni 2 § wxdaadidinmwinenamsnsnanuesmvesnaufiou
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1 = General requirement YaLNF13U& W3 Finished product JUWUY Injections (Parenteral

preparations)
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