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s189115N 1 Amino acid, Glucose with Electrolytes and Vitamin B1 injection, 1000 ml
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1. Bom Amino acid, Glucose with Electrolytes and Vitamin B1 injection, 1000 mli

2. amaaanaly
2.1 gluuy Wuasomseanita smsudamenaaaiionsn (Peripheral intravenous nutrition)
2.2 #anilsznay Usznauals aIazany 2 &4 (chamber)
§aufi 1 (8amuwn)  duasazany Amino acid with electrolytes s lufid
g 2 (§ma19) 1 Iug1TazaY Glucose with electrolytes uaz Vitamin B1 1 Wil
asnzatplu 1 MTIUSUITTIRAINAN (After mixing) TR 1000 mi Usznauely
Amino acid 30.00 g (BCAA 30%)

Glucose 75.00 g
Sodium 35 mEq
Potassium 20 mEq
Magnesium 5 mEq
Calcium 5 mEq
Chloride 35 mEgqg
Sulfate 5 mEq
Acetate 16  mEq
Lactate 20 mEq
Citrate 6 mEq
Phosphate 10  mmol
Zinc 5 umol
Thaiamine 15 mg

2.3 MTULLIN usiﬂuqawmaﬁn Tosuyaidu 2 &% (chamber) AR E IR UHUNAN AN uasiaY
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3. adNUAMIINeARa

3.1 Finish product specification”

3.1.1 Upper Chamber Solution : Solution of Amino acid and Electrolytes

1. ldentification

- Amino acids

- Acetylcysteine
- Sodium Salt

- Potassium Salt

m’Jiwhumuﬁiquu Finished product specification
miﬁﬂ&i’tumuﬁsquu Finished product specification
mi’mmumuﬁiquu Finished product specification

579 Bhum&lﬁi:qlu Finished product specification

- Phosphate @lﬁwhumuﬁs:ﬂ.ql'lu Finished product specification
2.pH 63-73
3. Purity

- Heavy Metals NMT 2 ppm

- Arsenic NMT 0.2 ppm
4. Assay

- L-Leucine 1.330 - 1.470 %wiv

- L-Isoleucine 0.760 — 0.840 %w/v

- L-valine 0.760 — 0.840 %wliv

- L-Lysine Hydrochloride

- L-Threonine

- L-Tryptophan

- L-Methionine

- Acetylcysteine

- L-Phenylalanine

- L-Tyrosine

- L-Arginine
- L-Histidine

- L-Alanine

- L-Proline

- L-Serine

- Glycine

- L-Aspartic acid

- L-Glutamic acid

- Sodium

- Potassium

- Phosphate

0.371 - 0410

0.047 - 0.053

0.998 — 1.103

0.285 - 0.315

0.255 — 0.281

1.245 — 1.376 %wliv
0.542 - 0.599 %w/v
0.190 - 0.210 %w/v

Y%wiv

0.122 - 0.146 %wlv
0.665 - 0.735 %w/v

%wliv

Y%wlv

0.475 - 0.525 %w/v
0.760 — 0.840 %w/v
0.475 — 0.525 %wlv

%wliv

0.561 — 0.620 %w/v
0.095 - 0.105 %wiv
0.095 - 0.105 %w/v

%wiv

0.143 - 0.158 %wiv
0.302 — 0.334 %w/v

5. Extractable volume

A779 Nﬁum&lﬁi;q‘lu Finished product specification
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3.1.2 Lower Chamber Solution : Solution of Glucose, Electrolytes and Vitamin B1

1. ldentification
- Glucose
- Potassium Salt
- Calcium Sait
- Magnesium Salt
- Zinc Salt
- Chloride

- Thiamine chloride hydrochloride

m’aﬁ)mumuﬁsquu Finished product specification
msaﬁ)mum’mﬁizq‘lu Finished product specification
m’mbhumuﬁizq‘lu Finished product specification
mwmumuﬁ's:ﬂu Finished product specification
m’;ﬁ)ﬁi’mmuﬁi:qh Finished product specification
msnc&’mmuﬁsxq’lu Finished product specification

. o
979 mumm}i:l‘l'lu Finished product specification

2. pH 35-45

3. Purity
- Heavy Metals NMT 0.4 ppm
- 5-Hydroxymethylfurfural and related substance NMT 0.3 ppm

4. Assay
- Glucose
- Potassium
- Calcium
- Magnesium
- Zinc
- Chloride

- Thiamine chloride hydrochloride

10.178 ~ 11.250 %wliv
0.0451 — 0.0499 %w/v
0.0136 — 0.0150 %wi/v
0.00825 — 0.00911 %w/v
0.428 — 0.482 mg/L
0.0654 — 0.0722 %wiv
2.60 — 3.15 mg/L

5. Extractable volume

AT NN uﬁs:uﬂ,u Finished product specification

3.1.3 @TazatUIlB HENNI 2 2% (Mixed solution) ABILAAINITATID

ar

&
aIn

1. Bacterial Endotoxins

NMT 0.50 EU/mL

2. Particulate matter (Particulate contamination) A779 mumuﬁli:qlu Finished product specification
-aw1a > 10 pm - Hlaifinv 25 aumamL
-awia > 25 um - Jlifiv 3 aunmaml

3. Sterility mi’ﬁlmumuﬁizqh Finished product specification
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2. Drug substance specification RaTananlLANTERYasKHER drug substance W3aludiamizw drug substance Va4
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1. Laﬂmsms"lﬂ”{umyyﬁmi‘fuwuﬁamﬁ%’umﬁaﬁmmﬂluﬁs:mﬂ‘lwﬂ UasFELAI (declare) LRSINAN
1.1 'luﬁ'mﬂ”rymsifumtﬁaw‘iﬁum (N21.2 N8.3 MY .4 URILANTE)
1.1.1 lunsdiidusiindalulsanalng wanude no2
1.1.2 1%n7rﬁﬁﬂumﬁmhLﬁammu’amiq nuedis ne.3
1.1.3 lunsdifidueiidranealssne nunefs neo.s
12 ludwedunadouen ne.1/w.1 vsnfiauamen wiaunuazsaWatan IR IuRNA AW YBINE A U
anfidunziion (finished ~ product specification) uazToriMUARMATNIBITARAY (drug  substance
specification) nsrﬁﬁag‘jszmwnmﬂSuuuﬂmLm’"lmﬁmaw whBLULBNEITELWIMWEEANSVaLA [ (81.5)
W W3y finished product specification Laz/®38 Drug substance specification lagvawtlunauiudsenie
dszmanadiinnsafind uazliiiu 2 9 o Sudszmedsznianendidnnsaiing
2. 1BNAITUTRINATFIRMTHAAL
24 nsdfisudalusznelng HrndadaidianasiusannaspwmsniammumdninmiuaciBmsfiaie
NMINRRYT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewniatau PIC/S participating authorities
wsa SlanasiuseInAIUNITHEALMNRANIN I LAZI B TRA U AN SHE AL DB NUA ENTTNNNT
9IMITUAZEN NITNTNRITITUFY Fetnvuadulasinwsenasosussriafiouiunaninusiuasisnanaln
mandaen PIC/S lununasfiianwasny atvagamuTaunsarvevlasfinansiusasfieiuysznia
dsznaammdilinnsefing
22 nsdifiuemughnedlsene ANAndaslianassliaunas UM NG aeeumanin I ke
A3mnalumngaen GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lauwia89u PIC/S
participating authorities %38 GMP clearance avusgaauTaunIaTvsay lasdnamsiusasfisiudsenna
Urzmanendidnniednd wisoyaasadn udiudnsdl
3. tanmsqmmwmaamﬁtauaﬁm
31 Namwsaﬁmﬂ:ﬁﬂmmwNﬁmﬁm‘ﬁmﬁﬂﬁﬂgﬂmméﬂﬁm (Certification of analysis of Finished product)
'Lum;fuﬁzmﬂum*aarm
3.2 HANIATIVNATIZRAMNINIANAUVEIRIBEATY (Certification of analysis of Drug substance) Alslu
mswﬁmm;‘uﬁduﬁmﬁamaﬁgwaaﬁwﬁmmua:ﬁwﬁmi’mqﬁu
3.3 lanaITenanguiuiuanuduRusTEniniwmM NG auasinnAuvesdIi@dYy (Drug substance)
18 3.2 fufunINEavaINdantsiendniagy (Finished product) 18 3.1
3.4 HANIANB Long term stability @maﬂ’ﬁ'mmq’uaamﬁifumtﬁw‘h"ﬁuﬁwﬁnmuﬂm:nssumsmmsu,a:
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swamﬁamqmé’numzmmumnfhmanmsn1ﬁh§anﬁﬁ'msvfm
\a2fl B40 / 2563
1 Eln’liﬁ 2 Entecavir 0.5 mg tablet
aulIEN1AIINInguaTIEsIHh 1334 2583.

1. ig_m Entecavir 0.5 mg tablet
2. amanviaraly
2.1 Juuuy Wueile dnsusudsniu
2.2 dudsznay Usznaudis@ien Entecavir 0.5 mg 1w 1 1da
2.3 Mruzusny U luunsagfiiiiouvesd wia blister pack Hasruarnuiuled
2.4 281N - s:q’ﬁ‘am dudsznauae @AgLATAINLTI TUKE 'Tu%vumq WUARER
wanzidoudsuen Lm:"ﬁnmﬁu{nmmvlrﬁ"azi"m’ﬁ'ﬂl.ﬁmuuussqﬁ'mf
- UWURIET D8 WhDHR a\ﬁ:q%am ¥3aBOMIMIAN FIULTZNA URTTINAAULTI

YBIEN LAVANER i’uﬁumzﬂf’ﬁ'@mu

3. amaNLaNIImMaRe

3.1 Finish product specification”

Test item . usPat
1. YSunmdaimagy 90.0 - 105.0% of the L.A. of Entecavir
2. |dentification AT
3. Dissolution Test1 uaasmaazalaiaenin 80%(Q) of the LA. of Entecavir mulu 30 wifl

Test 2 ugasmazanelitaand 80%(Q) of the LA. of Entecavir el 15 wifl

4. Uniformity of dosage units RIIU
5. Impurities - Individual impurities : NMT 0.5%
- Total impurities : NMT 2.0%
6. Microbial enumeration tests and - The total aerobic microbial count is NMT 103 cfu/g
tests for specified microorganisms - The total yeasts and molds count is NMT 102 cfulg

- Escherichia coli . absence

3.2 Drug substance specification : Entecavir'’

Test Item USP 41
1. USinmenendndgy 98.0 - 102.0% of the L.A. of Entecavir (calculated on the anhydrous basis)
2. Identification ATV
3. Impurities - Furoentecavir : NMT 0.1%

- Entecavir 1-epimer : NMT 0.1%
- Entecavir 3-epimer : NMT 0.1%
- 8-Hydroxyentecavir : NMT 0.1%
- Entecavir 4-epimer : NMT 0.1%
- 8-Methoxyentecavir : NMT 0.1%

- 4-Dimethylsilylentecavir : NMT 0.1%

(WIBLNIN FITIWNIN) O
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3.2 Drug substance specification : Entecavir'” (Gia)

Test Item USP 41

3. Impurities (¢18) - Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.3%

- Entecavir related compound A : NMT 0.1%
4. Water 55% -7.0%

5. Optical rotation +24° to +30°
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2.2 nsdifudiwerningnineosane {riadasdionmsiussanaspunskiamaunaninusiuaz
AEmsTiaMMIHanE1 GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laeimiitiu PIC/S
participating authorities %38 GMP clearance aUUA@AAINTALNIATIIRE Teoduanissusastiaiudszne
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3. tanmsqmmwwaomﬁtanaﬁm

3.1 NAMINTINI Lﬂi‘l:ﬁﬂmmwwamﬁm‘ﬁmﬁ'lﬁﬁlgﬂmaaé’uﬁ@\ (Certification of analysis of Finished product)
1um§fuﬁmtﬂuﬁ’aar_m

3.2 Nami@li’z’sﬁLﬂﬂ:ﬁqmmwfmqﬁum amv'amﬁﬁﬂumv (Certification of analysis of Drug substance) mﬂu
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3.1 Finish product specification™”
1. PSnmarendagy mswmumuﬁszqh Finished product specification
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3. Dissolution m’mbhuﬂ’l&lﬁi:qh Finished product specification
4. Uniformity of dosage units Vli’aﬁlmum&lﬁszq‘lu Finished product specification
5. Related substance / Impurity mswmumuﬁﬂqh Finished product specification
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5781131 4 Octreotide 0.1 mg/mL injection

muﬂszmﬁ%’wi’wquaﬂﬁmﬁ 13 4A, 25&.

1.8as1  Octreotide 0.1 mg/mL injection

2. amaniena

2.1 3wy WuasazaoUnaanids la WiF dmivda
2.2 dmlsznay 1sznaududasn Octreotide (lugy peptide 83z) 0.1 mg Tuu/Sanas 1 mL
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3. AMENIANIINAKA

3.1 Finish product specificationm

1. YSunmaenddy m'mmumu*ﬁs:qlu Finished product specification
2. Identification test m‘;amumuﬁxq’lu Finished product specification
3.pH m?ﬁlbi’mm‘m’?l'anl'lu Finished product specification
4. Sterility test AT
5. Bacterial endotoxins m‘mmum&lﬁizq‘lu Finished product specification
6. Particulate matter ATITNIR

-9w@ = 10 ym laitfin 6,000/container

- W@ = 25 pm WitAu 600/container

7. Volume in container SN
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3. Nam'smqﬁmﬁ:ﬁqmmwm vIwluany Finished product specification L8t Drug substance specification
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3.2 Drug substance specification : Octreotide acetate®™

Test ltem ~USP 41
1. YInmdaendnagy 95.0% - 105.0% of the L.A. of Octreotide acetate
(calculated on the anhydrous, acetic acid-free basis)
2. Identification ATIIU
3. Acetic acid in peptides 5.0% - 12.8%
4. Octreotide acetate related compounds - Acetyl-Lys-octreotide : NMT 0.5%
- Acetyl-Phe-octreotide : NMT 0.5%
- Unspecified impurity : NMT 0.5%
- Total impurities : NMT 2.0%
5. Trifluoroacetic acid (TFA) in peptides NMT 0.25%
6. Water NMT 10.0%
7. Bacterial endotoxins NMT 466 USP Endotoxin Units/mg of Octreotide acetate
8. Microbial enumeration tests and tests for - The total aerobic microbial count is NMT 100 cfu/g
specified microorganisms - The total yeast and mold count is NMT 100 cfu/g
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