INUAIDIAQANHULIRANILURUTNBLENFEITNTI AT BB
1auN A32 /2558
FEMSN 1 11% WV Glucose, 10% Amino acid and 20% W/V Lipid emulsio.

for peripheral infusion 1,400 kcal

aasemedInInauaasi

11% WIV Glucose, 10% Amino acid and 20% W/V Lipid emulsion for peripheral

infusion 1,400 kcal

AmaiaNa 1

1 duasewisunmnds dmsuldnomassidoad (intravenous nutrition) ‘.

2. 1 mauzussy Wwat91m 1,400 keal tsznaudaudam 3 dau LENTBILTT (three chamber bag) Aok
§u 1 Usznaudan ssseanslavas Glucose (anhydrous) (11% W/V) 1311935 1,180 mi (130 g)
saufl 2 Usznaudae Sxinduiu1a89 Lipid emulsion 20% WAV 13a@s 340 mi (68 g)
§Iu 3 Usznauday msscanslauss Amino acid 11% WV 151163 400 mi (45 g) 'laun Alanine 6.4 g,
Arginine 4.5 g, Aspartic acid 1.4 g, Glutamic acid 2.2 g, Glycine 3.2 g, Histidine 2.7 g, Isoleucine 2.2 g,
Leucine 3.2 g, Lysine 3.6 g, Methionine 2.2 g, Phenylalanine 3.2 g, Proline 2.7 g, Serine 1.89 g,
Threonine 2.2 g, Tryptophan 0.76 g, Tyrosine 0.09 g &2 Valine 2.9 g

3. MTUSVITIEN Lﬁuqumaﬁn 3 @IULAL overpouch Y oxygen absorber ag:s:wm Inner bag Waz overpouch
Inner bag Qmmmﬂumudmﬂ"’mmswﬁn

4. asnzy - Fon fUUTENaLAILAAYUAZAILTI TUNAR fuguawq 1nIARER ussaunzdoudiiuen

'l';’afJ"N'Eﬂwunuussqﬁ'm‘ﬁua:uum’nu:msqﬁi?mfam

M

am - ' w o a & o
AMANVAMIINARA (lii official luundrd1sUNIVes USP 35, BP 2013 Henmenssumsy 18lums

I UINHIUIANITTIEN)

1. #13971%17 Glucose

1. Identification 979 N’mmuﬁlinﬂu Finished product specification
2. YFunadrndngy

Glucose 90.0 -110.0% of the L.A. of Glucose (anhydrous)
3. pH mii%&iﬁumuﬁ'izq'lu Finished product specification
4. Clarity test Clear
5. Particulate matter (Particulate contamination) ﬂi’;mi’mmuﬁi:qlu Finished product specification

-owe > 10 Um Tlifin 25 sumemL

-owa >25 Um {lifiu 3 aumemL

h g
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(W13 YaITT) (WNEMNTT mMyawda)
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2. 81387911 Lipid

1. Identification

avvruAAsEYlu Finished product specification

2. Binmaamdaty 90.0 -110.0% of the L.A. of fat
3. pH a729rMANNIEY LU Finished product specification
4. Droplet size mmdﬁum&lﬁ‘s:qlu Finished product specification

3. 819871115 Amino acid

|
|

i
i

1. ldentification

. ] f
a7 MNNIEYlU Finished product specification

2. YSinmaandngy

Glucose

90.0 -110.0% of the L.A. of Glucose (anhydrous)

3.pH

as19dmaaszylu Finished product specification

4. Clarity test

Clear

5. Particulate matter (Particulate contamination)

-wa > 10 um Jlaifiu 25

aq.mﬂ/mL

-9wa > 25 um Fliiu 3 aume/mL

f719 N"mmuﬁizq‘lu Finished product specification

4. F13azMULNDHANTY 3 % (Mixed solution) ABIUAASAITAIID AT

1. Bacterial endotoxins

ﬂi)ﬂdﬁumuﬁitq‘lu Finished product specification

2. Sterility test

@329 MaaTIsEYu Finished product specification

I.\‘lil%1!l5% 9

o . v P 4 a o & 4 o ' ° A
1. 8UUNMNaN fJLanmSﬂ'ﬁ‘lﬂ U a%fy'mﬂ] UNSLUSUAITULUN I TR Ul“ﬂ?:lmﬂvlﬂﬂ LRSHIUAS (declare) LARINAH

o a ! o A 1
1.1 ludagmsiunadoudisum mo.2 ne.3 no.4 ududnsdl)

1.1.1 lunsdinduennialudszineing nansfs no.2

112 'Lumtﬁﬁl.ﬁummLiﬁtﬁammﬂmﬁq wuNEdd ne.3

1.1.3 lunsdifdusnindraindrsdsaineg wanafs ne.s
Iy l!’ -3 i L3 ] LR "]
1.2 ludrvedunzidousn o1 w3a 0.1 vaseauamen wisumsazidsaiatansnangugmnn

a o aX P [ . . . Aad ' a a a
vasnfanusiaaitunzidould (finished product specification) nydifiagszninimsidsuudaunlufandy

wdDILuLLanaN I MWENgnsaun la (8.5) aawsaw finished product specification Wa/%38 Drug

substance specification
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2. LANATIUIRIANATTIUANTHENEN

2.1 nsdngmaaTuwsznalng Hriadasiiimmndremifasusasnasgunsndagamu
mmnmfnwmme‘ﬂumwamnmaonsmswmmsmm (GMP w38 GMP/PICs) lunuiaefiiauaain

2.2 nsdfudweingrvinewsana Hudadasilimnnmioniifefusesnasgumndag
mwanmmcmﬁmsnﬁ'lumswammmauﬂsymﬁwwam 738 Certificate of pharmaceutical products
3. mmzmamaotﬂum‘nusmﬂLﬂuwwaﬂmammumwmu (LERILBNAITILTEY)
4. FunmwihalenngusnusyssnfiauaTa

41 wamwnﬁmsw:ﬁﬂmmwNﬁmﬁ'm‘rfmaaﬁwﬁm (Certification of analysis) Tum's'uﬁdatﬂud‘mzm

4.2 HaMIATRIATERARIMWTAGAY (Raw material) maammmﬂmﬁl’ﬁ"lumswamm m-umwwamm
u,a.wwammnﬂuwLﬂusv.mmnu uaz Lﬂu§ummnummammae (WFRILENETTUTAN)
5. §8En98n

5.1 disuanan dasdsdantnaenataiay 3 Wity T Fadudunuusnsnoscidoals
nsumumunmv\uﬂluﬂwaﬂmauummvlﬂmmu
6. msﬂswnuqmmwmnawau (waadanasTMITULIENY)

6.1 mﬂ'uaomﬁdwaw'faovl&iﬁaﬂndw 12 1@a% HUNNIURINOY

6.2 m‘nmm'nmuau maammm’]mwmu'lmmaawammﬂmmﬁ*vxmsum\mamlamwam

6.3 lunsdifinia gTMIMIgNAI8L gfigonauiia §IATIIUATIERGIUNIN Wi e TN
niiFasavaalatnIen Tmmnummaaaomtwuanmummuwv&muswmsaam'zmms’u:mavtﬂu
mummaum’lﬂmﬂlummﬂmLﬂﬂmﬂmmw 'l,unsm'nwm'lmimﬂu’lﬂmuﬂmanunumwm UI¥Nazaas
unmswnNam'lmmmmmmumuaul%”[sowmma Taslifndnld9ale 9 mﬂ'lu 30 Futtuaniudl sy
wdvanlsaneuna u,a:maaoquaﬂﬁvlmuwmsmmsLamaswmmmnmwaa;dmm!,a:/magwam'luﬂswia'hJ

6.4 ;‘Jl”’znUa:ﬁ’aofmﬁﬁﬂumLﬁam'lna"ﬂmmq wiallaifanindonamndanysznisle 9 fau Mnue
7. L@NEIAug

7.1 FUWAAINANIIANWIAIIUAIRIVBIELN (Stability data)

7.1.1 Tunsdifunaousnunannndt 2 9 ssdasfidumnwanorantsiinen Long term stability a7
fuRudulunsfoununuans

7.1.2 lunsdidunafongnantasnii 2 ardpslidmummntnaRansansAINNIRITa IR
Waudulunadoueunuans ua:"l@T%’umsmmu%'usauanmsmmjﬁé’lmwaw?ﬁ'n

“N’IHWWI 81989970
1 = General requirement V8ILNFBAITLEWTU Finished product g‘l.lu,‘uu Injections (Parenteral

preparations)
®988). SRS N At S Usssunmuenssunis
4 H
4 2
(RN 1) O AN YIS nITNMT
(w1955 YasTT) (WNEMNTT nyandant)

uﬁfnﬁ:’.lﬂum?‘r"n16\7'1A32/2558



S'mau%‘amqmﬁnum:mmmmuﬁﬁsuana'lsn'lsai'ﬂ%armﬁ'mfﬁzn
e A32 /2558
IHANIN 2 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid

emulsion for intravenous infusion 1,800 kcal

MadsenadInInauaBsh

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

infusion 1,800 kcal

ansaiana

1. iiwasamistnemnds dmsuliniomseaidoad (intravenous nutrition)

2.1 MTULUIT 1,500 mL IWWA 9% 1,800 keal Usznausae@aen 3 dau WHNBBIUTTY (three chamber bag)

aait
M f138zawl899 Amino acid 10% WAV with Electrolytes 13315 600 ml Usznausae L-Alanine
20.70 g/l, L-Arginine 11.55 gfl, L-Glycine 10.30 g/l, L-Histidine 4.80 gfl, L-Isoleucine 6.0 g/I, L-Leucine
7.25 g/l, L-Lysine 7.25 g/I, L-Methionine 4.0 g/l, L-Phenylalanine 5.6 g/i, L-Proline 6.8 g/, L-Serine
5.0 g/l, L-Threonine 4.2 gfi, L-Tryptophan 1.80 g/, L-Tyrosine 0.40 g/l U8z L-Valine 5.80 g/l uaz Electrolytes
1éun Potassium 60 mEq/l, Sodium 80 mEg/l, Magnesium 11.05 mEq/l uas Phosphate 35 mEg/i
daud 2 Usznauday SlaTuEINU89 Lipid emulsion 20% W/V U33na3 300 ml
m dsznaudiz asazanslavad Glucose solution (40% W/V) with Caicium U321a5 600 ml ua
Calcium 10.0 mEg/i

3. ussg‘lum’ﬁu:ussqmﬁ@ Unemnide uuy 3 1oL

4. amnszy - Faen druilsznandanasguazNuLs Tunka 'i'uﬁvumq Wwafinde uazsunsdinudiiuem

‘h"aziwﬁ"ﬂquumsqﬁmfrﬂm:uum'nu:msagﬁﬁ’uci'am

m

Qe o ' o o 4 & o
G!ma&mmn’h‘lmﬂ%ﬂ (vlu Official INmﬁ’ﬁﬁl’linﬂwad USP 35, BP 2013 #4AtheNIIANITY 1’&1%?‘1’15

AU BUAaNIZY8dL7)

1. #13871%117 Glucose solution with Calcium

1. Identification m‘mmum&lﬁszq'lu Finished product specification

2. YSnuaaendngy

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

- Calcium 90.0 -110.0% of the L.A. of Calcium
3. pH mmmumuﬁizqh Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) mmﬁhumuﬁi:qh Finished product specification

-we > 10 pm Flifiv 25 aumemL

w8 > 25 um Fhiiu 3 aumamL
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2. §@m99m15 Lipid emulsion

1. Identification ATIR MY Finished product specification
2. Vnaddnny 90.0 -110.0% of the L.A. of Lipids

3. pH m’aﬁlmumuﬁszlﬂu Finished product specification
4. Droplet size mnmumuﬁﬂq‘lu Finished product specification

3. #1382%15 Amino acid solution with Electrolytes

1. Identification mmw’mmuﬁ‘s:qlu Finished product specification
2. SBnmdamday
- Amino acid 90.0 -110.0% of the L.A. of Amino acid
- Potassium 80.0 -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 A3 MAwTszyl Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) mwmumu‘ﬁs:qlu Finished product specification
- 1WA > 10 pm Flafin 25 auma/me
- 1WA > 25 um Thifin 3 auma/mL
4, mmzmmﬁanamﬁ% 3 d9u (Mixed solution) ABIUEAINITATID ﬁ'oi':
1. Bacterial endotoxins m‘:im"mmuﬂ“s:qlu Finished product specification
2. Sterility test 9379 dﬁumﬂwﬁsquu Finished product specification
léauv('ugu 9

1.ﬁ'nmmwrhﬂLanmiﬂ'lsvld?naum’m’ifumm sudTueN m’mmu’[m.ls*mﬂ"lm usrdIuAd (declare) UnaINA®
1.1 'lumﬂmm?uuw”mﬂummm (8.2 n8.3 ne.4 usudnTl)
1.1.1 lunsdifdunindaludszinalng waneds noo
1.1.2 'lunimmﬂummmLwammuwﬁﬂ nnefia ne.3
1.1.3 1uﬂ?mmﬂummmmnmdﬂs*mﬂ nyefly ne .4
1.2 'lumma’uummﬂum Ng.1 ma 8.1 ’UENU"]Y]LK%?JT]FI"] wsa&mﬂavtaﬂﬂmmanﬁmuauﬂmmw
maawamnm‘nmumun*mw'h (finished product specification) nsnmaus*mwn'lstﬂaﬂuuﬂamm“lmqumw
fn:ﬂaau.uuLanmimmewmﬂmwaufﬂm (8.5) ¥ IWSDY finished product specification Laz/%3a Drug

substance specification
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2. 1NATIIBINAITUNINE AL

2.1 nadiimdaludsanalng ;jwﬁmﬁaaﬁﬁ’ummwmwﬁ'aﬁa{maommfmmsnﬁmmmu
né‘mnm‘ﬁ"iﬁmsﬁﬁlummﬁmmmaanszmwmmsmqm (GMP w38 GMP/PICs) Tununasnianaune

22 nydiiudusningronerotssna Qmﬁmﬁaaﬁﬁwm'lmwn"lunﬁot‘wa%’maammg'mmwﬁmm

MURINN I T MR UNSHEAEY azinARNA® W3 Certificate of pharmaceutical products

3, mﬁ'muam”aatﬂumﬁu?ﬁ'mﬁu;jwﬁw?apjunuaimmm (LFRILBNRITTUTY)
4. Sunmwiglenm e ¥ IEYa I TiaRa TN

4.1 Nammna?mﬂ:ﬁqmmwwﬁmﬁwﬁmaarg,"wﬁm (Certification of analysis) 1um§uﬂ‘a’uﬂum"1adw

4.2 NANTIATIVTATIHR WMIWIAQAY (Raw material) vaanaendngAlslunaniem vﬁwwj’wﬁmm
ua:;jwﬁmi‘mqﬁuﬁtﬂuﬁmﬁmﬁu wezilwiwdeanuenaaatrafiss (URAILONFITILTBA)
5. et

5.1 fiauamen dasdssrntmatatoy 3 Wiyl fmLﬂmﬁtmuuamﬂﬂa:Lﬁnﬂ‘lﬂv
ﬂi‘uﬁ"aumuﬁﬁmuﬂ'luﬂ”'sﬁaqmauu“ﬁn"ﬁ‘lﬂ’u"ﬁo@fu
6. nnsﬂszn"ugmmwmﬁdwau (WaasLanaIINITTULSzAY)

6.1 mqmaamﬁdmau@i’aa"lajﬁaﬂndw 12 1@a% wUMIudInay

6.2 Ummmﬁdwau a:m”aaa'az-'hmewn"uUlu%'usaqNamsmn’nﬂﬂ:ﬁmiuﬁdwawm:jwﬁm

6.3 lunszﬁ'ﬁ%muswmsﬁwmszﬁuﬁ‘mzmmﬁa'auamﬁiaﬁamsm?msn:w’qmmw whgsrnsesyin
wiiRosavvadlat19en T@U;‘{mm:ﬁaodamL'ﬁ"uﬁ'nmmhmuﬁumUswmsa'msaﬁmﬁ:ﬁuauﬂu
;ﬁuﬁmaud'ﬂﬁhU'lumsmnfimﬁ:qummw ’lunsrﬁﬁwu'j’lm"lahﬂu‘lﬂmuqmé’nvnwmm: UIeNazdag
11'1miuﬁlwﬁmlﬂuﬁt%mmgmdwaulm”[sawmma lagliRadaldirola 9 mulu 30 Tusuaniuilesy
udvnlsaneuna ua:'uaa\nuﬁn%‘laﬁuﬁmsm’mmanaﬁmm@"’onmwao:‘{muua:m?acgwﬁﬂluﬂ%fwia'lﬂ

6.4 ;‘4’”'11'1m:@?’ao%’mﬂsﬂumLﬁamlna”ﬂmmq m?al,ﬁaLﬁmmst?{auamwcéﬁﬂﬂszmﬂﬂs] nau Mvue
7. 1anmsiug

7.1 FUWUFAINANIIANHINUAIIVDIE (Stability data)

7.1.1 lunsdidunadousnanannndy 2 1 wzdasdidwmmwdronansans Long term stability a1
AwdRandulunzifousranuaes

712 1unstﬁi‘fumnﬁuummﬁaandw 29 a:m”aoﬁﬁ']mewmuwan’nsﬁnu’m’num@”’maammuﬁﬂu
adslunsdousnuugns Lta:vlﬂ"%'un'\saomu%'mauanmsmmjﬁa"nmwaaﬁﬁﬂ

nagug 81989910
1 = General requirement VBUNFIITUFINTY Finished product gﬂu,uu Injections (Parenteral

preparations)
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