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T8N 1 Glycerin 10% solution for infusion, 500 mL
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1. 3o Glycerin 10% solution for infusion, 500 mL
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2.1 guwy Wuihendesnds la W dmsuiadnasadand

2.2 dwdsznay  Usznaudau@aen Glycerin 10% wiv U3u1as 500 mL
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3. AMANIGNIINAKA

3.1 Finish product specificationm

1. USunmeaendnagy

90.0 - 110.0% L.A. of Glycerin

2. Identification test

ATINIUANNINTZN Finished Product specification

3. pH

m’;mhum&lmmym Finished Product specification

4. Sterility

ATINIUANUINTZ U Finished Product specification

5. Particulate matter
- 2w1@ > 10 pm Wifiu 25 aumea/mL

- 9w1@ > 25 pm Wilfiu 3 aumamL

ATIINTHAINNINTI W Finished Product specification

6. Bacterial endotoxins

ATIHIKANNNTFIN Finished Product specification

7. Volume in container

ATIIHIUMVNIATZM Finished Product specification

3.2 Drug substance specification @6
amaniannaia USP 35 BP 2013
1. USma mﬁ’lﬂ”mu 99.0 - 101.0% of Glycerin (Calculated 98.0 - 101.0% of Glycerin (anhydrous
on the anhydrous basis) substance)
2. Identification ATITHIU AU
3. Specific gravity Not less than 1.249 -
(89%0)
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3.2 Drug substance specification " (¢ia)
AuFiaNMInaia 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 | @573 AN
11. Diethylene glycol and NMT 0.10% -

ethylene glycol

12. Related compounds

- Individual impurities : NMT 0.1%

- Total impurities : NMT 1.0%

- Impurity A : NMT 0.1%
- Any other impurity : NMT 0.1%
- Total : NMT 0.5%

compounds

13. Refractive index - 1.470 - 1475
14. Acidity or alkalinity - AT

15. Aldehydes - NMT 10 ppm
16. Halogenated - NMT 35 ppm
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9.1 livhuFAsela grudremiamsaiinald

9.2 LidanuduRsuszssanuiugly

9.3 faTamunmudegmn)lge

‘M&I’IHWIC‘! 8714989910
1 = General requirement YBINFTATUENTU Finished product g‘i.lu,uu Injections
2 = The United States Pharmacopoeia 35
3 = British Pharmacopoeia 2013
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51801150 2 Amino acid 10% solution for Infusion, 100 mL
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1.%881  Amino acid 10% solution for Infusion, 100 mL

2. amananaly

2.1 3uuuy WussasaneUnaends la i switlinamaaadand

2.2 gudszney  lussesae 1 a3 Ussnaudsaianding *9i L-lsoleucine 8 g, L-Leucine 13 g, L-Lysine
monoacetate 12 g 'ﬁlm.lgaﬁ'n 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 ‘Y“I‘augaﬂwu L-tyrosine 4.2 g, N-acetyl-L-
cysteine 0.7 g 171' augaﬁ‘u L-cysteine 0.52 g uae L-malic acid 2.62 g(z)

2.3 MIUTUTN Uii?l%ﬂ’]'ﬁ%xﬂ?iﬁ!ﬂ’lﬁ@lﬂi’lﬁﬁ)’]ﬂl.%ﬂ”ﬂ%’\ﬂ 100 mL / 1 MTULVITY
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3. AMLENTANIIINAKA

3.1 Finish product specification’ "

1. WSnmarenday
- 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-Threonin
- L-Tryptophan 90.0 — 110.0% of the L.A. of L-Tryptophgn
- 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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(1(2)

3.1 Finish product specification (Gia)
2. Identification m’aﬁlmumuﬁiquu Finished product specification
3. Particulate matter ATIVEU T

- DUMATWIA 2 10 pm Litfiu 6,000 aynA/container

- AUMATWIA > 25 pm Wiifis 600 auMA/container

4. Sterility ATIVRNIU

5. Bacterial endotoxins m’aiwi’mmuﬁizq‘lu Finished product specification
6. pH mmﬁhumuﬁizq’lu Finished product specification
7. Volume in container ATV

8. Purity mmmumuﬁlsquu Finished product specification
Fawlading

1. a’hmewmmanmims'lﬂ”%'uagmgwifun:nﬁumh%’uUﬁLﬁﬂ'«ﬁﬂ%muluﬂs:Lﬂﬂ%u uazduad (declare)
UnEINEa
1.1 'luﬁwﬁ'zymsﬂfunuﬁﬂuﬁﬁum (8.2 N3 NE4 LAILANTTR)
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112 ‘lunstﬁﬁl.ﬂumﬁmhLﬁammﬂamﬁq nuwdie ne.3
1.1.3 Tunsdfdusdinidhanansdssina nanode no.4
12 ludastunsdouen ne.1/.1 vasniauamen WiBNTEAXBAWITBMIMILAUA IWWIBINT AR U
aufidunzifiou (finished product specification) UATTBATMUAATANIWIEIIANAY (drug  substance
specification) nstﬁ*ﬁagszwiwaﬂwsLﬂsﬁuLtﬂaaLLrﬂﬂvﬁmau rAIuBLLANENTRUMINWENENTYaLA 1 (8.5)
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3.1 HAMIATINUATMERIUNTWKAAAUWITBIEH AR (Certification of analysis) Tuuwjuﬁdotﬂud'aatiwo
3.2 wamIamadinTeRamnWIanAuTa9dN&ATY (Drug substance) ﬁlﬂunwwﬁmmjuﬁdmﬂuﬁ'zazho
vﬁmaoﬁwﬁmmua:;{mﬁmi’mqﬁu
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s1an15h 3 Amino acid 10% solution for Infusion, 500 mL
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1.Basn  Amino acid 10% solution for Infusion, 500 mL

2. amantiamiy

2.1 yuuuy Wussazmedneeinide la lidd swmsulinmmasaidand ‘

22 dwleznay  luansazane 1 §as Usznaudasaaendrty @93 L-tsoleucine 5 g, L-Leucine 7.4 g, L-Lysine
acetate 9.31 g ﬁaugaﬁ'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 uaz L-Taurine 1 g @

2.3 MIULUIN ussaﬂumﬂju:ussqma‘iﬂﬂswﬂmm%ammﬂ 500 mL / 1 MTULIITY

2.4 281N - szq%am fIUUTTNaUAILEIAYUAAIINLTY TUKER 'S'u?;umq Wwufinda waziay

nudoudisven uasiimsifusnsen liadwsanuuwussaiue
- UWMTUUTTIEN ati’mﬁaml"aa's:q%am WiaBamamsnn FaudsnavuaswaaY
ATIALTIVEIN LHTANER i’uﬁvumqvl'f'ﬁ'mw

3. AMANTANIINAKA

3.1 Finish product specification””
1. USunmeaendngy
- 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
(aa’fa) .............................. / ......................... UszmuamenITNNg .
(WIBLNIN FITTUNIN)
(m%a) N:'?'\/ .................. nysunIg (ad%a) nITuNIg
(wisuwiaw AUdssIn) (WWEMIWNTT Myawiant)
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(1.2} (Giﬂ) |

3.1 Finish product specification
2. Identification m’aﬁm’mmwﬁi:q‘lu Finished product specification
3. Particulate matter ATIINIW

-awe >10 um fldfiu 25 aymeml

-awie >25 um flifiu 3 aymeml

4. Sterility ATITH U

5. Bacterial endotoxins m’aiwi'mm&lﬁﬁquu Finished product Apeciﬁcation
6. pH m’aamumuﬁizq‘lu Finished product specification
7. Volume in container ATIVHU

8. Purity m’aﬁ)mumuﬁiquu Finished product specification
I:; atﬂ’uﬁ.u |

1. ﬁ'ummwrhuLanmsms"l@ﬁ”umquzy'mi‘fuml,ﬁwéiﬁ'umLﬁaﬁmmuluﬂs:mﬁvlﬂﬂ uazdua9 (declare)
UREINAS
1.1 luﬁﬂﬂ"mvmﬂfmnﬂﬂw‘iﬁum (N8.2 N8.3 Ne.4 URIUANTIL)
111 lunsdifiduenindaludszndng wanafle nw.2
1.1.2 'lunsrﬁﬁu,ﬁumﬁwLﬁntﬁaﬂwsu,mussq nuede ne.3
1.1.3 lunsdifiuweindreindrsdssne wanofls ne.4
12 luswedunadeua ne.1/o.1 vesniauana ws"am’ma:l,iiU@M”'n]’amsﬂ‘mquqmmwmaawﬁmﬁm‘rf
auRdunzifivn  (finished product specification) uszdainuanmnIneadingdy (drug  substance
specification) nsrﬁﬁagszwiwanwstﬂsﬂuuﬂmuﬂmL‘ﬁmau FDILULLANINTINMININENSAILaLA 1 (21.5)
sw3an finished product specification Laz/w3a Drug substance specification lazvaurluniewiudsznia
dzmanadidnnsafing ussliiiu 2 9 o udemadzmenaddanseafing
2. 1BNETILTBINATFIUMINEALN
21 nynguaaiwlszndlng Rriadasiliuwnmmwdaniifefisannmgmunanianamamaninairiugs
SEmIfalunInaaL) GMP-PIC/S wiaifiuuirin YAINITENTNANTIIFY Tunaaenfiauewe atusgaay
ssumsaTasevlasinansusastaiulsmealssmenmaidnnsading |
22 nsd@fiduamindraindrszna duiadaaddiunmnionisiaisasnasgumniasnaa
AN LAZI RN A IUNINEALN GMP-PIC/S %38 US cGMP voIlTmnARNAAatLE g aaTaumMS
asnsaulasinanisiusesieiudsemeadszmenadidnnseafing
3. Lanmsqmmwmaamﬁmuaﬂm (FUwInIWany)
3.1 HANIATINNATIZR UM NNAAA LYV ILKAR (Certification of analysis) 'lumjuﬁdmﬂum“'sazm
3.2 HAMIATIIUATIZVAUMINTANALVEIAILNEIATY (Drug substance) ﬁlﬂumswﬁwm;’uﬁduﬂwﬁaﬂ'w
Yﬁmaa;&’nﬁmmu&:;ﬁ{wﬁmi’mqﬁu
3.3 luns@dunafougnanuinnii 2 9 ssdasddnnnananenansanmn Long term stability amfid
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4. @79E198N !
4.1 giauanan dasdvdadnsnagoies 3 WwianuTTI Fadusunuusasnoazifoaldasudan
muﬁﬁmuﬂluﬁ'ﬁaqmauﬁ“ém”ﬁ'lﬂai’wﬁu
5. msﬂs:ﬁ'uqmmwmﬁa‘mau (4RAABNRIIMTIUYTZNW)
5.1 nfissnaudasiiongldldlitesnii 1 1 dveniudeey |
5.2 mnmmﬁdmau a:ﬁaodaémmmwn’wn'ln%’mmNamsmaﬁl,ﬂﬂ:vs‘mjuﬁziouau
5.3 nsﬂﬁwﬁnUﬂ"nmsﬁwmiaﬂuﬁaas.iwm‘?'{dwamﬂ‘aéwsm?msw:ﬁqmmw wiMBNNTITinide
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5.4 rﬁma:@n"aa%’mﬂﬁlﬂumtﬁam'l.m»?uuﬂmq wiadaieamadaamudanysznisla g naudmualeslaid
Foula
6. fiauamia (§11w) Ausanldonindygnsunsuimua it
6.1 nszﬁwamsaﬁumm3me:ﬁmi{mnmu3ﬂmmam‘fmmwmﬂﬂLﬂu‘lﬂmummgmﬁaﬁwm
6.2 NITNAAN U m’ﬁﬁﬂi{gr\ﬁumﬁuﬁmwnﬁ IR lAUENINNUATNTINATOMTUAZEN LU I9IauaY
fyqnazdoazny
6.3 mrﬁwuﬂvzymqmn'wwmnwﬁmﬁ'm‘rfﬁawdawasiaﬂs:ﬁw"ﬁwal,ta:mwﬂaaﬂﬁmiag{ﬂwﬁ'b\”{um
7. vxu’nﬂiwmsmaaa’auﬁﬂﬂaﬁuﬁmsmNﬁmﬁmfn‘mﬁﬁﬂs:ﬁgm?ﬂmﬁuﬁuhﬂﬁ’lﬁ'm'mmm:nﬁums
awsuasenluszeziam 1 dreniudszmadssmenedidinnsafing

waname  §9899n
1 = General requirement YBINFIATUANATY Finished product Eﬂttuu Injections (Parenteral preparations)

2 = Requirement specification VAILNAWULIL
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'5'1zlazl,'é'ﬂﬂqmﬁnumxmwmmuﬁ‘\manmsmsﬁ'ﬁ%anﬁﬁ'mﬁm
e B04 /2559
sBNISN 4 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid

emulsion for intravenous infusion 1,800 kcal

awlszmasaninauanasi 1 4 LA 2559

881 40% W/V Glucose, 10% Amino acid and 20% W/V Lipid emulsion for intravenous

infusion 1,800 kcal

amaaianaly

2.1 luuy uasermsnennda dmsulinensaadiands (intravenous nutrition)

2.2 dautlsznay Tu 1 MwuzuTsy 1,500 miL IWAIM 1,800 keal Usznausid e 3 §3u LUNTaILTTY

(three chamber bag) a3

danit 1 s13azanslauas Amino acid 10% WAV with Electrolytes 1331@s 600 ml Usznausag L-Alanine

20.70 g/l, L-Arginine 11.55 g/l, L-Glycine 10.30 g/l, L-Histidine 4.80 g/l, L-Isoleucine 6.0 g/l, L-Leucine

7.25 g/l, L-Lysine 7.25 g/l, L-Methionine 4.0 g/l, L-Phenylalanine 5.6 g/l, L-Proline 6.8 g/, L-Serine

5.0 g/l, L-Threonine 4.2 g/l, L-Tryptophan 1.80 g/l, L-Tyrosine 0.40 g/t usz L-Valine 5.80 g/l 82 Electrolytes

eun Potassium 60 mEg/l, Sodium 80 mEq/l, Magnesium 11.05 mEqg/l uas Phosphate 35 mEg/

dmfi 2 Usznaudan Biiatuiui84 Lipid emulsion 20% WV 13an@s 300 ml

zi'a_w‘r';_:i Usznaueie a13azanslavss Glucose solution (40% W/V) with Calcium U3uas 600 ml uas

Calcium 10.0 mEg/l

2.3 MTIUSUTN msﬁﬂumwzmiqmﬁm Usenide uuu 3 TOIVIN

2.4 2810 - s:uﬁj’am #IUUITNOUAILIRIAYUAZAIINUTY TUNER i’uﬁvumq LNVAINE® UaKIAY
nufloudisue uasiimafusnmnen liagnsaauuuussaiun

- UBMTUTYIIYEN arjwﬁauﬁaas‘:q%am Wiatarninsdn dauLznauuazIIaANY

AMULIIVAILN LVANRS fuﬁuaqul’f’ﬁ'ﬂwu

3. Qmauﬁﬁmomnﬁﬂ

3.1 Finish product speciﬁcationm

3.1.1 d@13971117 Glucose solution with Calcium

. ldentification msmmum&lﬁﬁq‘lu Finished product spegification
2. Ysnmdaendag
- Glucose 90.0 -110.0% of the L.A. of Glucose
- Calcium 90.0 -110.0% of the L.A. of Calcium
3. pH mmmumuﬁlizqh Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) | 9323611
-awia > 10 pm Fhilin 25 aymamL
-awia 225 pm Fhifiu 3 aumamL
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3.1.2 @199%119 Lipid emulsion

1. ldentification m’mr»i’lumuﬁ‘szl__'l'lu Finished product specification

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

3. pH m’mr«humuﬁi:qlu Finished product specification

4. Droplet size @\i’:i}ﬁi’mmuﬁinﬂu Finished product specification

3.1.3 81991115 Amino acid solution with Electrolytes

1. Identification

asarwaaITiazy e Finished product specification

2. Bnudrsdngy

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

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

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

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

- 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-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 mwmumuﬁs:qlu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) | @333 %

-awia > 10 pm Fhitiu 25 aumemL

-awi > 25 um dlaidn 3 apmaml

1] A 3 1 2
3.1.4 @1saraiaiilananny 3 9w (Mixed solution) ABINEAINITAIID ASH

1. Bacterial endotoxins Glﬁﬁlchumuﬁirqlu Finished product specification

2. Sterility test ATITNIN
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Gonladn g
1. ﬁmmmwriwwnaﬁms‘lﬂ’%‘uagrmm’fumtﬁum‘h?u prRadminglusainelng uszdues ’(declare)
UWREINAA '
11 'luz-i'm“m“ms'fumLﬁﬂw‘iﬁum (N8.2 8.3 8.4 URUANTTE)
1.1.1 lwnsdifiduefindalulsenelng wanode ne.2
112 ‘luns:ﬁﬁ'l,ﬂumﬁ'\LiﬂLﬁammﬂomsq winofis ne.3
1.1.3 lunsdifduenddhanasdsane wanafis ne.4
12 ludmetunafiou v 1/w.1 vasmieuanan wiaameszSsavadamsmuguammwasnianued
m&lﬁ'ﬁuﬂuﬂﬂu (finished product specification) LLR:ﬁ'ﬂﬁﬂﬂuﬂanﬁwmaofvlqﬁu (drug substance
specification) nsn‘iﬁaaq;ls:whamil.ﬂﬁwuﬂamm"’lmﬁuLau rdpIunuLanasIIMMWINEMTYaud o (.5)
uw3an finished product specification az/w3a Drug substance specification lapwaurtlurisuwiudsznia
drzmanmbiannsafing wazliiin 2 9 m Fudszmadezmenandildinnsaiing
2. LANRITIUTINAIPIUNIIHEALN
21 m@fnuaalwlzmalng griadasdaunmwinomiieiissanaspummndameamaninsiua:
AFmsfialunIndan GMP-PIC/S WIaIfituiyn 189N TN I9mBISTATY Tunaaefiawauy Al gany
ssumsanasevlasinanisiusasfeiutsemealssmenadidnnseiing
22 ns@liveindndedszing guiadasliduiniwtroniiaiusasnaspummniaganu
wanNIMITUAZATMIRGLlUNIHAAIN GMP-PIC/S Wia US cGMP 1addstinainiaatiuanga awseums
avareulasdnanissusasfaiudszmadsznianandidnnsafing
3. Lanmsqmmwmaamﬁmuaﬂm (FUwINIWDNY)
3.1 Namsm’nﬁLﬂswzﬁqmwwwﬁmﬁmsﬁmaacjwﬁm (Certification of analysis) luﬂﬂs;uﬁdaLﬂuﬁ'aaaina
3.2 HAMINTRAATERYUNMWIANAUVBIRIINERTY (Drug substance) ﬁlﬂumswﬁmmjuﬁa’mﬂwﬁathu
vﬁmmg{wﬁmmu&:ﬁwﬁmquﬁu
3.3 luns@idunafougnanunnnii 2 9 ssdasdidmunawaenansinen Long term stability afidu
Wudulunsdionemuaad uszldsumssswasisasianasangliduiavasuiem
3.4 lunsdidunsifoueaunioonh 2 9 sxdasdidmiunnmdnonansanenanunsdavassaufion
wudulunsdouenanuaa wszl@sunsaswnsusasanarsnnglsrunavesnivn
4. @898
4.1 fiauanan dasssiadnenagaios 3 winuTIIAI ‘dﬁdLﬂuﬂv’JLL‘YI%LL&G\OS'\Uﬂ:tﬁﬂﬂrﬁﬂiuﬁlu
muﬁ'ﬁwuﬂluﬁ'ﬁaqmauu“@nﬁ"'avlﬂ'ﬁwm”u
5. msﬂs:ﬁ'uqmmwmﬁmuau (WEAILBNEINTTULIZNW)
5.1 m"?'iziouauﬁaaﬁanq‘lﬂd’[ﬂﬁaﬂn'ﬁﬂ 1 9 WunnIuasuay
52 mvgmmﬁa’wau a:m”aadaa’mmmwmﬂ'lu%'maaNamsmn%mﬂ:ﬁmjuﬁdmau
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5.3 nsrﬁﬁﬂmm’mjmsﬁwmsquﬁ'aaai’mmﬁdauauw‘w‘adam'za’nﬂs’l:ﬁqmmw vsﬁmswn{m:ﬁwﬁ'ﬁa
RV ELRELAY Tﬂug{mm:ﬁaodamtﬁu‘é‘nmm‘hmuﬁwmmwmsa’amaa"’nﬂﬂ:vﬁmnﬂuvﬁuﬁwnan
m'l,’E'«j'sU?iLﬁ"u1’an'lumimn?msw:ﬁqmmw nstﬁﬁwuiwm'lmﬂu"lﬂmuqmé'nvm:mww: AIETITNNUD
aomdnt lisuRsonnsIERaTIMNINaINE1IT89 ;jm’mua:/ﬂ?ac‘ifwﬁm'luﬂ%'v\wia‘lﬂ

5.4 anuam’ao%’mﬂﬁ'wmLﬁam'lna"mmmq wiadaifamsiienanwdantsznisla 9 naudmualeslaid
Jauly

6. fiauasinn (§uw) Busanliunidndygrrauasuivue aa

6.1 ns:ﬁuamsejumaﬁmﬂ:ﬁmﬁmnnsu"‘mmmam‘mmwmﬂ&iLﬁu'l.ﬂmummgmﬁaﬁwm

6.2 NHLNA an o m'ﬁﬁﬂﬁgnﬁﬂmﬁuﬁmwnﬁ 2INAALAHTNNUATENTIUMIO SRS TUB9A V09

dygezdoszuny

6.3 nafinutymamnwanudasmeifiasssnadalssinfuauazanulasasiodafinfleiuen

7. ﬁmﬂswmsmaaa'Juﬁn%(laj%'uw“mimwamﬁ'msvfmﬁﬁﬂs:i’agnL%‘UmﬁuﬁuiﬂUﬁwﬁnaﬂunm:nssums

amsuazEn lusEezIan 1 Jisulndsenmiadszniamnadidnnsaing

nanewe 8198990

1 = General requirement 73L& TU&MIU Finished product JLlLuy Injections
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s19az1d ﬂﬂqmﬁnumxmmzuuuﬁ‘\manmsn'ﬁa‘i’w‘?samiﬁ'm'rfm
18 B04/ 2559

5990190 5 Amino acid 8% with BCAA solution for Infusion, 500 mL‘

muﬂszmﬂﬁ’mi’aqnaswmﬁ 14 AR 2559 ,

t

1.%881  Amino acid 8% with BCAA solution for Infusion, 500 mL

2. amaniana ly
2.1 gthuyy Wusnsazanoumaanige la Lifld dwmitlinasedoad
22 smtszney  lussazans 500 mL ﬂnnanﬁaaé’aunﬁwﬁmm"si{ L-Tryptophan 0.35 g, L-Arginine HCl 3.65 g 71
augaﬁ’u L-Arginine 3.0 g, L-Histidine GCI. H,0 1.60 g 'ﬁlaugaﬁ'u L-Histidine 1.20 g, L-Isoleucine 4.5 g, L-Leucine
5.50 g, Lysine HCI 3.80 g ﬁlaugaﬁ’u Lysine 3.05 g, L-Methionine 0.50 g, L-Phenylalanine 0.50 g, L-Threonine
2.25 g, L-Valine 4.2 g, Glycine 4.5 g, L-Serine 2.5 g, L-Proline 4.0 g, L-Cysteine.HCI. H,O 0.2 g ﬁ'augaﬁu L-
Cysteine 0.15 g &z L-Alanine 3.75 g(z) _
2.3 MAULUIN msq‘lum'nu:mmwmaﬁnﬂﬁﬂmm%ammﬂ 500 mL / 1 MTUTUTTY
2.4 28N - szq%am fFULTNaUALIEIAYURZAIULII TUNES fu§umq \AUTINER LazIAY
nafoudisuen uasiinsifvsnwe ethstanuunussy it
- UWMTULTIYEN au‘wﬁan&aaszq%am wiaBamamsin faudsnauuazneny
ATNUTIVEILN LRVAINER i‘ugumqvli”ﬁ'mau

3. amaniGMINAna

3.1 Finish product specification“"‘z’

1. Snmarundngy
- Total Nitrogen
- Total Chioride
- L-Tryptophan
- L-Argine HCI
- L-Histidine HCI H,O
- L-Isoleucine
- L-Leucine
- L-Lysine HCI
- L-Methionine
- L-Phenylalanine
- L-Threonine
- L-Valine
- Glycine
- L-Serine
- L-Proline
- L-Cysteine HCI H,0

- 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 H ’

of L-Methionin

of L-Phenylalanine

of L-Threonine

of L-Valine

of Glycine

of L-Serine

of L-Proline

of L-Cysteine HCI H,O

of L-Alanine

wsuniad auasim)
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m'i‘lﬁ1/7mn‘nﬁ5zgnﬁ30412559




(1.(2)

3.1 Finish product specification " (¢8)
2. Identification as19HuaaNIzYlu Finished product specification
3. Particulate matter ATIVHU

-awi@ > 10 pm Thitfin 25 auma/mL
-awi@ > 25 pm $lifiu 3 sumea/mt

4. Sterility ATV
5. Bacterial endotoxins m’mmumuﬁ'i:q‘lu Finished product specification
6. pH ﬁﬁ’lilﬁhu@n&lﬁl‘iz‘lﬂu Finished product specification
7. Volume in container ATIIHU

Gonlagn g

1. zhmmwmmanmsms"lﬂ”%’uagmﬂm{mnﬁﬂuﬁﬁhmtﬁa’«i’mum‘luﬂszl,nﬂ'lm uasF U (declare)
UnaINEn
1.1 1ué’m°nvjn'mfuml,ﬁw6hi"ua'l (n8.2 8.3 NE.4 URIUAnIL)
1.1.1 lunsdifiduenindeludsnelng wanofls no2
1.1.2 'lunsrﬁﬁtﬁumﬁ'lnl”ﬁl,ﬁamsu,liamsq nnpfle N3
1.1.3 lunsdifdusidranaadsng wanafia ne.4
12 ludnvstunsdouen v /.1 veseniiaueTim wisunuazduawadansniunun WIaINRAS M
muﬁm"uﬂnﬁﬂu (finished product specification) LLamTaﬁwuﬂqmmwmaﬁmqﬁu (drug substance
specification) nsrﬁﬁag;sw'mnmﬂﬁuuuﬂamn”lmﬁmﬁu rdasunuenm s wIAwEemsYaunly (8.5)
U W3BY finished product specification Waz/®38 Drug substance specification Tepvaur lurdauwiudszne
dszmanadidnnsafing uacliiiu 2 9§ o Sudsznedszmanandidnmsafind
2. LANFIIIUTDINNGTZIUNIIHAALN
21 mdnmuaalwsmalng fraadasddunmuingmiiiodussanasunndamaamdninmaiuaz
EMIRALUNINEaLY GMP-PIC/S Wiaifinuiin YBINTENTNENTITAGY Tunanaenfauasy avvsgaa
ssunsasrasavlasfnansiusastsiudemalmenaddnnsaiing
2.2 ns@iiwemindroneedizing guiadasddmnnwdionisiaiuseanaspumniaoaiy
wanInETULaIEnsNaluNIHAALY GMP-PIC/S %38 US cGMP vasUszinagniaatuaga ausauns
avravlasinanisivsasfeiutszmalznianadildnnsaiing
3. Lanmsqmmwmaamﬁtauaﬂm (Fwnnaneig)
3.1 HAMSATIVUATIZRAUNINNTAA UYIYBIGNES (Certification of analysis) lums;uﬁduﬂuﬁ’aazm
3.2 HAMIATINUATIERAUMWIANAUVBIRILNENEY (Drug substance) ﬁ‘l’ﬁ"lummﬁﬂms;uﬁﬁmﬂuﬁ‘mzho
Yﬁ’uaog{wﬁmmazgmﬁﬂfe}qﬁu
3.3 Tunsditunafonsnanannndi 2 9 szdasfidm A MEERNaNSANE Long term stability anaifiiin

A lunsfiouenuuaas LLa:"l@"%"nmsmmu%’maownmsmng{ﬁa"’nmwaou?ﬁ'ﬂ

TG kT:) [ o) NTIUNT (k1) IR VOO NITNNTT
(winuwiad QudsIn) (WWRNINES Mganiant)

wfhﬁzn'\umi'?lls'qw?‘lso-tlzsss



3.4 Wunsdidunaougnumiaoni 2 9 srdasfdumningnanisinmananidavessaafion
wudulunzdoueuuans wazlasumsasuasisasianasnngiiaunavasuiem :
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1. i@& Acetate ringer’s solution for Infusion, 1000 mL

2. ansanana

r A’ ] =l o Qo
2.1 guuwy wuihedseande la 1ifid dwmsudae

' A a 9, o & . .
2.2 dmmdsznay  isznaveipalend@ay a3k Sodium 3.0 mg/mL, Potassium 157 mg/L, Calcium 54.5

mg/L, Chloride 3.88 mg/mL 82 Sodium acetate trihydrate 3.8 mg/mL
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3. AMENLANIINAKA

3.1 Finish product specification“'

o

1. S maendagy
- Sodium
- Potassium
- Calcium
- Chloride

- Sodium acetate trihydrate

90.0 — 110.0% of the L.A. of Sodium

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

90.0 — 110.0% of the L.A. of Calcium

90.0 — 110.0% of the L.A. of Chloride

90.0 — 110.0% of the L.A. of Sodium acetate trihydrate

- w19 > 10 pm Lilfin 25 aume/mL
- w19 > 25 pm Litfin 3 aypma/mL
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5. Sterility test AU
6. Particulate matter ATITNIU

7. Bacterial endotoxins

a9 UN uﬁiz‘qlu Finished poroduct specification

8. Volume in container
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1.8aw1  Sterile water for injection 100 mL

2. amaaniana Ly
2.1 3wy WumsasnoUnannde s lifiF smstda
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3.1 Finish product specification"”

amaNianIInaia USP 35 BP 2013
1. Acidity or alkalinity / pH ATIIHMU ATITEU
2. Water conductivity ATIVHIU ATITHU
3. Oxidisable substances ATIVNIU ATIVHIU
4. Chlorides - NMT 0.5 ppm
5. Nitrates - NMT 0.2 ppm
6. Aluminum - NMT 10 ppb
7. Sulfates - ATIVHIU
8. Ammonia - NMT 0.2 ppm
9. Calcium and magnesium - ATIAHN
10. Residue on evaporation - NMT 0.003%
11. Particulate matter AU ATIVHU
- 2u@ > 10 um liifiu 6,000 auna/
container
- wwa > 25 pm lifiu 600 aume/
container
R T:) S / ...... SEEIUAMSNIINMT
NGV\// (WIBININ FITIUNIN)
1) S s NIsNNTI (a30) nITAMs
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3.1 Finish product specification® (qa)
AMANLANIINARA USP 35 BP 2013
12. Sterility tests ATIVNIU ATIIHU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL | NMT 0.25 1U/ml
14, Volume in container ATIINU AT
15. Total organic carbon NMT 0.5 mg/L NMT 0.5 mg/L
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i’lzlmi‘ﬁ 8 0.9% W/V Sodium chloride for Irrigation 1,000 mL

amansznadaninguasesii - 1 4 g, A, 7559

1.3%e1  0.9% W/V Sodium chloride for Irrigation 1,000 mL

2. ananianaly
2.1 3uuuy WuasssasUnaanniis la Wid w3 Irigation
2.2 @wmdsznay Ustnaudia@ae Sodium chioride 0.9% W/ U3a1as 1,000 mL
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2.4 881N vuusTIAMefuazuuN UL RSN Ttyfaen dudszneumindmaguaz s
Tunuaang wiinde Laanziioudriuen usessy “not for injection” 1iaenetaian
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3.1 Finish product specification™?
anauianwmaia USP 35 BP 2013

1. By 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATNHIU AU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Unit/mL NMT 0.5 IU/mL
4. pH 45-70 -
6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility FTIVNIN AT )

3.2 Drug substance specification

3.2.1 Sodium chloride™?

amanianemaiia USP 35 BP 2013
1. SSunudaendany 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis
2. Identification ATIWU AT
(ma%a) ........................ / ....... UsesUAUENTINAT

................................................. ATINNT
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3.2 Drug substance specification

3.2.1 Sodium chloride™ (Aa)

ananianeinaia USP 35 BP 2013
3. Appearance of solution Clear and colorless Clear and colorless
4, Acidity or alkalinity ATIINIY AU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIWNIU AT
7. lodides ATII U ATIWY
8. Nitrites NMT 0.01 AW
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 ATIIIU @7
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 1U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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38NN 9 0.9% W/V Sodium chloride Injection 100 mL
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1.82n  0.9% WIV Sodium chloride Injection 100 mL

2. ansaanionaly
2.1 jUuuy Dumsazmpdnannids la Wds dmsudadmasaiiand
2.2 §wmdsznay Usznaudiaalen Sodium chloride 0.9% WV USu1as 100 mL
2.3 MPULUITY ussa;‘lun’mu:msagmﬁaﬂswm%aunuwmao‘iné’m%’u‘lﬁﬂ{nﬁm wazMIULITIAa
ﬁiwa‘iw%’uussa;ml.ﬁuati'mﬁau 80 mL
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3. aMANIAN1INAKA
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3.1 Finish product specification'"”
quaNiAnInata USP 35 BP 2013 E
1. YSanmaasddiy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT AU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 1U/mL
4, pH 45-70 ATINIU
5. Particulate matter ATITHIU ATNHU

- 2w > 10 pm Litfin 6000 euAe
container

-9w@ > 25 pum Lifiu 600 aunay

container

6. Iron NMT 2 ppm -

7. Heavy metals NMT 0.001% based on the amount of -

NaCl
8. Sterility ATV AU
9. Volume in container ATIVHIU ATIY
(@9%50).or /( .....
?/ ' (WBin3n FITIUNN)
(m%a) ................. i > AR NN (m’fa) nysunI
wwuwian qudssun) (WNEMIWTS Mawdan)
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3.2 Drug substance specification

3.2.1 Sodium chioride “®

andmniamManaiia USP 35 BP 2013

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

2. Identification AU ATIIU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWIT ATIH®
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides AT AU
7. lodides a1 U ATIWNY
8. Nitrites NMT 0.01 ATIIU
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 AU AU
14, lron 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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1. o 0.9% W/V Sodium chloride Injection 500 mL

2. ansantianialy

Wumsasnolnannds 1a WiT dwmindadimasaidans
Usznaudisaazn Sodium chioride 0.9% WAV USanas 500 mL
ussg'lun'mu:ussqmﬁﬂﬂsnm%auuuwmaﬁnéﬁm?ﬂlﬂ?ﬂ{uﬁm uazm’m:mlgﬂ"aaﬁ

2.1 guny :

|
2.2 awutlsznay

2.3 MTULUIN
ATedmiLuITruANagaiey 250 mL
2.4 28N UHUTIYIBMiRE MU LTINdIdAD Syfann daulsznaudand Ay uszauuse
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3. amdanigninaka

namsaTailenzigunwillulienw Finished product specification waz Drug substance specification 7i
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88INNFTEIT VAU LAEINY Felavansiioudadina T uamenITUNITIIRITURLET NTINTI
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3.1 Finish product specification'””
AnINIANWIMARA USP 35 BP 2013
1. USananendany 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATITHIN ATIINIU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-7.0 ATIWU
5. Particulate matter AT ATIAIY
-2we 210 um idiu 25 aymamL
-9 >25 Um Lifin 3 aymeml
6. lron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATV ATV
9. Volume in container ATITHIN AU
nIsuNIg
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3.2 Drug substance specification

3.2.1 Sodium chioride

auaNiannaia USP 35 BP 2013

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

2. Identification ATIU ATIWU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWU ATITHIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIWU ATIU
7. lodides AT9U ATIU
8. Nitrites NMT 0.01 ATIWNU
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 AU ATIIU
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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1.%88n 0.9% W/V Sodium chioride Injection 1,000 mL

2. amaanianalu .
2.1 juuy Wumsazawinaannis 1o Widd swivdadhnasadans
22 dwmdeznay  Usznauale@lsn Sodium chloride 0.9%W/NV 1331@5 1,000 mL
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wamsaTavdiaTzigmnmduluana Finished product specification Uaz Drug substance specification 11
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3.1 Finish product specification'?
ansNiAnInatia USP 35 BP 2013
1. USusnedngy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT @I
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-7.0 ATIINIH
5. Particulate matter ATIE ATIIHIU

-39 > 10 Um Litfin 25 awme/me

-9 > 26 Um litfiu 3 aymamL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATIEHY ATIIHIU
9. Volume in container ATIHI ATV
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3.2 Drug substance specification

3.2.4 Sodium chloride

AnaNiAMInAia USP 35 BP 2013
1. ﬂ?u’\mﬁ"m’\é’lﬂ“ty 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis
2. ldentification ATIU AU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATV ATITHU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIH ATINU
7. lodides AT AU
8. Nitrites NMT 0.01 AU
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 ATIWIU AIIWH
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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37181150 12 Essential trace elements solution Injection, 10 mL
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1.%981  Essential trace elements solution Injection, 10 mL

2. ansaaiang
2.1 juuy WursasoUnannidals swiulimamasaidand
22 dmznay  luarsazats 10 mL Usznaudasdasrdda a9il lodine 1 pmole, Selenium 0.4 umole,
Ferrous 20 pmole, Zn 100 pmole, Chromium 0.2 pmole, Copper 20 umole, Fluoride 50
pmole, Manganese 5 pmole waz Molybdenum 0.2 pmole
2.3 MTUEUIN uss?'lum'nu:wmaﬁnﬂﬁﬂmm’ga’umﬂ 10 mL / 1 MTULUTTY
2.4 a8 - i:q%‘am fudsznaumedmaguaranunsy Tunsa i‘u%’yua'mq Wofinde usziay
nudisudsuen Lmzﬁ‘%mnﬁu{nmmvﬁ'ﬂzho%’mwuumsgn"wﬁ
- VUMTUILIIN atnkaed aas:ﬁam wiaemimsm saulsnauuaIwaa Y
AMULTIVIL LBVANER fuéumq'[’:”’ﬁ'ﬂwu
3. amaNGMIINake

3.1 Finish product specification(1)

1. USunaudaendngy

- 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. Identification ﬂi’;i]ﬁhumuﬁs:qlu Finished product specification
3. Particulate matter (Particulate contamination) msaaﬁﬂumﬂuﬁiquu Finished product specification

- 8MATWIG > 10 pm ‘LilAu 6,000 ayme/container
- IRNINVUG 225 pym laifin 600 aynIf/container

4. Sterility ’ m’n'«)ﬁhuﬂ’m‘ﬁ‘i:qlu Finished product specification
5. Bacterial endotoxins mw&humuﬁiz‘i.ql‘lu Finished product specification
6. pH mnmumuﬁ's:qlu Finished product specification
7. Volume in container m’mmum&lﬁi‘:qlu Finished product specification
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(Parenteral preparations)
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1. 3o Lipids emulsion MCT 20% for Infusion, 100 mL

2. anananaly
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2.2 dudwenay  Usznauay Triglyceride medium chain 60 gL, Olive oil 50 g/L, Fish oil 30 g/L;

Soya-bean oil 60 g/L

' &
2.3 MTUSUTN mi'«g‘lum’ﬁuz'nmLtﬁaﬂﬁﬂﬁnm‘ﬁammﬂ 100 mL / 1 nFULVIN
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3. AEANLANIINARA

3.1 Finish product specification

as

1. USanadasndngy
- 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
D,L-alpha-Tocopherol

of Total fat

of Caprylic acid C8:0Q

of Caprylic acid C10:0

of Olsic acid !

of Linoleic acid

of Elcosapentaenoic acid

of Docosahexaenoic acid

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

- Phosphorus 90.0 - 110.0% of the L.A. of Phosphorus
2. |dentification m’mbi'mmuﬁs:qlu Finished product specification
3. Microscopic particle count test mnmumu‘ﬁ's:q‘lu Finished product specification
4. Sterility m’zﬁ]ﬁhumuﬁi:qh Finished product specification
5. Bacterial endotoxins mwmumuﬁssqlu Finished product specification
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3.1 Finish product specification " (sia)

6. pH Glﬂilsi'mmuﬁszq'lu Finished product specification
7. Volume in container m’:‘aﬂhumuﬁi:q‘l‘u’ Finished product specification
8. Droplet size Glsmﬁhumuﬁith Finished product specification
9. Purity AT

:
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1. ﬁnu’m’uwmmaﬂaﬁn'ﬁvlﬁ’{uagzymifumtﬂum‘iﬁumtﬁ‘aﬁwmu'luﬂszmﬁvlﬂu uazEua (declare)
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1.1 luadgmsdunadoudium me.2 no.3 no 4 uaIuAnIil)
1.1.1 lunsdifiduefirdaludsnelng nuieds no.2
112 lunstiﬁl,ﬂumﬁwLﬂhLﬁ‘anmﬂomsq nunefiy ne.3
1.1.3 lunsdifdueiidhanenetsene naneds no4
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aafidunzidon (finished  product  specification) uazTariTMUAANINVEITAQA (drug  substance
specification) mrﬁﬁ'aQizmwmstﬂﬁ‘uuuﬂmun”l’uLﬁ'mﬁu AURVIBNITENWIMNENEMTVRLA 1Y (8.5)
umiau finished product specification Uaz/m3a Drug substance specification laswautluriawiuysznie
drzmenmaiannseiing uazliifin 2 9 o Fudsznadsemenadildnnsaing
2. 1aNENTTUTINATIUNINEALN
2.1 medifmuAalwlsanalng HHAAd Bl wnmMWaeniIRaTUsSeNaTIUNIHA At IAMA TN I LAY
SEMafialunINaaLY GMP-PIC/S niaifiuuih VOINTNTVRTIIUNFY Tunuagauaany atiudgann
sounsaTasavlasdnanisivsasfaiulsemadszmanmadnnseiing
2.2 nidimdnenindrendrelszing HHARABIAMININTNEnIRETUSa IINAsIUMINA AL
wanLnmTLazITNsRAluNIHAAEY GMP-PIC/S W38 US cGMP vasuinagnieatudige anusauns
avvreulasdnamysusasfoiudsznmadsemenadidnnsading
3. mnmsqm‘uwmaomﬁmuaﬁm (fFuwrnwene)
3.1 Namsmsaﬁmsw:ﬁqmmwNamﬁm’i’maa;‘{wﬁm (Certification of analysis) 1ums;w7lldatﬂum”'mzm
3.2 NAN3ATRAATERAMMWIAgAUTeIdILEIAY (Drug substance) ﬁl’&lumswﬁmmjuﬁduﬂuﬁaarj'm
vﬁmaaﬁwﬁmmuax@wﬁmf@qﬁu
3.3 lunsdidunafougnaninnniy 2 9 ssdasddummwinenansanw Long term stability anafigu
dudnlunzifouguuans ua:‘l@ﬁ'ﬂmsaomu{maomna’usmngjﬁa"'\mwaw%ﬁ'ﬂ
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naneng 8989
1 = General requirement VBWNFTANIUEIWTU Finished product 3UuUY Injections
(Parenteral preparations)

2 = Requirement specification V83816 WLUL
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5180150 14 Dextrose 5% W/V in Sodium chloride 0.45% WIV Injection 1,000 mL

aulszmadsninguannsih b glA 2559

1. a8 Dextrose 5% WIV in Sodium chloride 0.45% W/V Injection 1,000 mL

2. anantana
2.1 stuuy
2.2 @wdsznay

uaz13id antimicrobial agents (Judusznay

23 MTUSUIN

ﬁ'mﬁm%”uussqﬂuﬁuazhaﬁfau 300 mL

24 2870

! teddd o = L - I3
wWussazansdneaanige la W dnsuiadinasaiaas
Usznaudauaann Dextrose 5% WV uas Sodium chloride 0.45% WV U33n@s 1,000 mL
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3. anananinaia

Namim%ﬁLﬂiﬂ:ﬁqmﬂﬁWLﬂu"lﬂmu Finished product specification WRs Drug substance specification i
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3.1 Finish product specification

M2

)

Q.

CHILEUT]

NMINARA

USP 35

BP 2013

@
1. UTunudaendngy

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

AT

ATIVHI%

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units per g of

NMT 0.25 IU 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 GTIU ATIWIN
7. Particulate matter a333HU ATITHIY
- 9w1@ > 10 pm Wlifiu 25 aumamL
- W19 > 25 pm Lilfiu 3 aumia/mL
8. Volume in container AU TN
[
(m%a) ............................. L-/ dszpuamenIsums

(wieuwian qUdTTan)

................................................. n3UNIT

(WHENINT3 mgawiand)
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3.2 Drug substance specification

3.2.1 Dextrose (CsHﬂOs.HzO)m"z’

anauianenaia USP 35 BP 2013
1. ldentification test i AU ATV
2. Color of solution ‘ Clear Clear
3. Specific rotation +52.6° to +53.2° +52.5° to +53.3°
4. Acidity NI ATWN
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 ATIWU ATV
12. Soluble starch,sulfites ATV - Sulfites : NMT 15 ppm
- Soluble starch : #573H
- Foreign sugars : @373 %
13. Sulfated ash - NMT 0.1%
14. Lead - NMT 0.5 ppm
15. Calcium - NMT 200 ppm
16. Barium - ATIVU
3.2.2 Sodium chioride™?
AndnigmMInaRa USP 35 BP 2013
1. ﬂ‘%mm@?’améwﬁ’ry 99.0% - 100.5% of NaCl (on dried basis) 99.0% - 105.0% of NaCl (on dried basis)
2. ldentification ATIWU ATIU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWHIU ATV
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIHIU ATIHIN
7. lodides ATIWU AU
8. Nitrites NMT 0.01 ATIINU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulifates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
(69%88) L'\/ UszmuamenITums

(Wisuwian quisssin)
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(WHEIRTT MyIwianl)
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3.2.2 Sodium chloride™? (fa)

AMANLANIINARA UsSP 35 BP 2013 |
13. Barium ATIU 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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1. Sunmwdnsanamimslasiaygredunadoudsuoitesminelutsznalng uszduas (dectare)
URBINE®
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1.1 ludagmstunadowdisuen (.2 no.3 ne.4 ududnsdl)
1.1.1 luns@idueindeludsenelne vaneds no.2
A o v A f &
11.2 ‘lunsmmﬁummm'uwammmmsq nupdy no.3
1.1.3 luns@dmdusniudrenersdssing wanefs no .4

12 ludwediunadowen vy 1/8.1 vasenfiiauanan wiBunuazBnaRItamMInILANAANYBINE A T
auntunziiou (finished  product specification) uazTariNnuARTNINTEITAAY (drug  substance
specification) nszﬁﬁaQszmwonmﬂ?inuLLﬂaeLLﬁ"lmLﬁmé‘waJ ADIUULLANENIFUWIMINTIBATTVOUR 1 (8.5)
VNW3aY finished product specification URZ/MID Drug substance specification Tosvaurlenowiudsznia
dszmiasiandidannsafing uarliifiu 2 9 s Sudsmadssnmenendidnnsefing
2. laNFITUIRINATTIUNINE AL

2.1 nefsuAalulazndlng HHadBsldnmuiemiifesisasnasyumnG asnaunaninmsiLas
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3.2 nanIAnT TR W IR ALTaIRILEAY (Drug substance) mﬂummﬁmméuﬁdatﬂmﬁ EiNd
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3791130 15 Dextrose 5% W/V in sterile water Injection 100 mL
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1. Basn Dextrose 5% WI/V in sterile water Injection 100 mL

2. ansanLianialy

2.1 juuuy WussaznoUnaands la Wid dmiudadinasadand

22 dmisznoy  Usznaudindasn Dextrose 5%WA Twin3anas 100 mL waz'lsif Antimicrobial agents
udusznay

2.3 MIULUTN ussa’lunwwmwmmﬂs’nﬂmnvnaLmuwma@mmmu'l‘msamm Y WAEMTUZLTIY
ﬂmamnqmmumsazmwuammaﬂ 80 mL

2.4 2810 uumsagnmmLm:m'ﬁuzmsgﬂauwam s:gwsam F U TNILAINFINTY UAZAIULTI
luniiaa mOsmollL Tunfia Tunuaans wrfindauazaunafoudrsuen liateTaan
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3.1 Finish product specification“’

AnENTAMIINATA USP 35

1. USinaarzdngy 95.0 - 105.0% of the L.A. of Dextrose
(CeH1206.H,0)

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

- DUNIATUIA > 10 pm YaitAn 6,000 a1¢n1ﬂ/container
- ARMAIUIR > 25 pm 1adiiu 600 anna/container

6. Heavy metals ATIVHY
7. Limit of 5-hydroxymethyifurfural and related substances NMT 0.25
8. Sterility ATIVHU
9. Volume in container ATIHIN
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3.2 Drug substance specification

3.2.1 Dextrose (C,H,,0,.H,0)"

AnguianIamaia USP 35
1. Identification test AU
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity AT
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 ATIWYU
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