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5181150 1 40% WIV Glucose, 10% Amino acid and 20% WI/V Lipid

emulsion for intravenous infusion 1,800 kcal

ANUIZNIAIIRIAIUAIITEI%

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

infusion 1,800 kcal

2. amaniianaly
2.1 guupy Wusnsamsurennids dwsulimanaaaiiand (intravenous nutrition)
2.2 dwdsznay lu 1 MPULVTTY 1,500 mL THNAI% 1,800 keal Usznausasaam 3 &u WENTadLTTY
(three chamber bag) G‘ﬁﬁ
dandl 1 ssazanslevas Amino acid 10% WV with Electrolytes 1531415 600 ml Usznauaae 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 gfl, L-Lysine 7.25 g/l, 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 g/l, L-Tryptophan 1.80 g/, L-Tyrosine 0.40 g/l L& L-Valine 5.80 g/l uaz Electrolytes
16un Potassium 60 mEg/l, Sodium 80 mEqg/l, Magnesium 11.05 mEq/l iLaz Phosphate 35 mEq/l
daufi 2 Usznausin Baatusunivas Lipid emulsion 20% W/V U3u1@5 300 ml
dawii 3 Usznauday ssaranslaas Glucose solution (40% W/V) with Calcium 1517615 600 ml uaz
Caicium 10.0 mEqg/l
2.3 MUV us*sg‘lun’mmussqmﬁ@ Uneanide uwuy 3 TOILITY
2.4 280 - szq%am FIUUITNAUMILNFIAYLRLAMNLTI TUHEAR i'uf??umq WUANE uazlaY
nzifisudiven uasitmafusnmnnladwdauouussaioed
- UWNITUZLITIVEN aﬂwaﬁaﬂﬁawzq%am WiaBormImInn fuUsnaLLAzTINAANA
ATINKIIVEILN LRVTINAR 'S'u?;umq"lﬁ'mﬁm

3. amaNIANIINALA

3.1 Finish product specification'’

3.1.1 §1391%19 Glucose solution with Calcium

1. Identification m’sﬁlmumuﬁiquu Finished product specification
2, PSunoarndngy

- 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’ai]mu@nwﬁi:qlu Finished product specification
4. Appearance Clear

5. Particulate matter (Particulate contamination) | #333H %

- e > 10 um dlifin 25 aumamL

-2ua > 25 pm Hlaifin 3 sume/mL
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3.1.2 #1993 Lipid emulsion

1. Identification

G}i’aﬁ]mum&lﬁszﬂu Finished product specification

2. Sanmeasndany

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

3.pH

a3k UANNTEY LU Finished product specification

4. Droplet size

@379 UANNTEY LU Finished product specification

3.1.3 d199711513 Amino acid solution with Electrolytes

1. ldentification

mmmum’mﬁiquu Finished product specification

2. PSamarendany
- L-alanine
- L-arginine
- Glycine
- L-histidine
- L-isoleucine
- L-leucine
- L-lysine
- L-methionine
- L-phenylalanine
- L-proline
- L-serine
- L-threonine

- L-tryptophan

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

90.0 -110.0% of the L.A. of L-histidine
90.0 -110.0% of the L.A. of L-isoleucine
90.0 -110.0% of the L.A. of L-leucine
90.0 -110.0% of the L.A. of L-lysine

90.0 -110.0% of the L.A. of L-methionine
90.0 -110.0% of the L.A. of L-phenylalanine
90.0 -110.0% of the L.A. of L-proline
90.0 -110.0% of the L.A. of L-serine
90.0 -110.0% of the L.A. of L-threonine
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 maamumuﬁszyflu Finished product specification

4. Appearance

Clear

5. Particulate matter (Particulate contamination) | #3736
-2w1e > 10 pm Flifiu 25 aumamt
-awia > 25 um ldfu 3 aymaml

3.1.4 @13azagiiiandund 3 @21 (Mixed solution) ADILAAINTIIATID AT

1. Bacterial endotoxins

@S?adﬁuﬂﬂuﬁi:q‘lu Finished product specification

2. Sterility test

ATIU
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1. ﬁ’ummwmﬂl,anmsms"l,sﬁuagzywmfuwnﬁweh%’uﬂﬁLﬁaaﬁﬁwﬁﬁﬂluﬂszLﬂﬂvlwu WazE WA (declare)
UNREINER
1.1 lugdymstunzifioudiiun mo.2 ne.3 no.4 uiusnsd)
1.1.1 unsdifiduenfindoludszinelng nansds no2
1.1.2 lunsrﬁﬁtﬁumﬁwL’:T')Lﬁ:ammﬁamsq wuefle .3
1.1.3 lunsdifiwentdhanesdszng nuneie ne4
12 ludmetunzdionen neu1/.1 vasnfiawemien WinuMyazB peiITaNIAILNNA W DBIN AT T
muﬁ’f{uﬂuﬁﬂu (finished product specification) Ltaz‘ﬁ'aﬁﬂwu(ﬂqmﬂﬂwmaofﬂqau (drug substance
specification) nszﬁﬁagl:s:‘vd'mmnﬂﬁ‘uuuﬂmurﬂmﬁuLﬁw FIULNRITELWIMNEIETVaUA LY (2.5)
UINWTBN finished product specification Waz/W3a Drug substance specification lasvautludauiudsznie
rmaenadiannsafing uazlaiAiu 2 O o SudsemedszmenaBiannsafing
2. 18NEITLIAINATFTINNIHAAL
21 nsdfinudaluszinalng HHAadasilienasiuseanaspumIndamenamsninosiuaz35n13alu
mMInaae PIC/S (Pharmaceutical inspection Co-operation Scheme) lagmuiieau PIC/S participating authorities
wia flana3susasunasgumInAasa RN miLas IS nshalunsHaaswasE NI wA ML NITUMS
DIMIURTHN NITNTHAIDITUFY Ferwuaiulaofonusenndasuasrafsutunsninoeiuaz3ansials
nInaasn PIC/S lunuiagnilianaans adusgaauseunisaTasevlasinanisiusesfisiudszmea
Uszmamediannsaiing
2.2 nsdfiuenringrensieyszne HHAaeallonmTIUTuNATIUNMINRAaINRANIN I LSE
3§n’15171.a‘|,un1§w§<§m’1 GMP %38 GMP/PICs {Pharmaceutical Inspection Co-operation Science) Taswinanu
PIC/S participating authorities a1juage awsaumsasgeulasiinanisivsasiiviulszmalszmanen
Blannsafing WI021YAR00 TN UaUANTHL
3. mnmsqmmm;aamﬁmuaﬁm (Fnuwinnana)
3.1 namsaIReg I IWNRaA g TagasinGa (Certification of analysis of Finished product) lu
ms"uﬁz%uﬂué’aaziw
3.2 Namwsa'«ﬁLﬂi’]:ﬁqﬂkﬂ’\wi’mqaumaoﬁ’;mﬁ’lﬁ'ty (Certification of analysis of Drug substance) ﬁl‘ﬂu
mswﬁmmg’uﬁa\nﬂuﬁ'saﬂ’mﬁmao@uﬁmmuax;&'wﬁmi’mqﬁu
3.3 Lanmivﬁa‘v\é’ngﬂuﬁuﬁ‘uﬂamz%“uw”uﬁ‘sxmﬁas;umsw§maﬁmqaumao@T’amﬁﬁﬁ'ty (Drug substance)
98 3.2 n”us;umwﬁmmaowﬁmﬁmsﬁmﬁwﬁagﬂ (Finished product) 7a 3.1
3.4 Tunsdidunadousuannnii 2 O ssdasdidumnnwenenansinmn Long term stability aafidv
wudulunzfougnuuaas LLa:"L@"fumsaomwé"mmLanmsmﬂpjﬁéﬁmwaw%ﬁﬂ
3.5 lunsd@ifunaifousnamtasnin 2 © ardasddunmwinBremMsanEauRIaI T8I eATREY
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4. @198198n
4.1 diguasan dessvalagnenaniien 3 ﬁﬂdﬂhiiﬁ;ﬁmﬂff Fadusunusasnosndoaldasudam
muﬁﬁwu@luﬁ%ﬁaqmauu“@ﬁ'ﬁvlﬂiﬁoﬁu
5. m‘sﬂszﬁ‘uqmmwmﬁdauau (w@adtanaIIN13TUUIENN)
5.1 mﬁéwauﬁaaﬁmq‘tﬂm;ﬂaUn’j’] 1 9 duaniusivey
5.2 mnmmﬁa\mau a:ﬁaqdoﬁ’lmewrhUlU%'usaawamimaﬁmﬁ:ﬁmjuﬁdwau
53 nirﬁﬁ%mmwmsﬁ'\msqmﬁazmmﬁ'dowauLﬁadamm%mﬂ:ﬁqmmw WUETNITTRIIRS
N LLERERN Iﬂﬂﬁ&”ﬂ’] HITA DI mw‘iu§'nmuﬁwmuﬁﬁmmwmsdomaﬁmﬁ:ﬁm:Lﬂu;ﬁuﬁmau
m'l:fahUﬁﬁmﬁaﬂummﬁﬁLﬂﬂzﬁqmmw nizﬁ‘ﬁ'wud’]vaaJLﬂu'thuqmé'nvmxmmz WHIYITIBNITV
gruinlisuRTTanmsEUe e aInE1I I8 cjmmu,a:/ﬂ?agwﬁmluﬂ%@iavlﬂ
54 ;jmm:ﬁaﬁmﬁﬁwml,ﬁam‘l,né“m@mq wiadafiamadananindasusznisle g newrmualeslid
Foula
6. fiauaan (Junn) Busealdisnidandggnnenasuivua doil
6.1 rmﬁwamiejum'sﬁLﬂﬁ:ﬁmﬁmnnsu%mmams‘mmwwU"LajLﬁuvliJmaJmmgﬁmTaﬁmuﬂ
6.2 NITHHAAN TUH, m"ﬁﬁﬂﬁgnﬁamﬁ vinnnasemnalagiinnunmenTsumsanmsuazen Waaamaas
fygardaszany
6.3 mtﬁwuﬂ@mqmmwmnwﬁmﬁ'mﬁﬁﬁmadma@iaﬂs:ﬁﬂﬁwaua:mmﬂaaﬂﬁz)@iagﬂmﬁ"l,@i’%’um
7. m’nm’r‘ﬁmsmaanuﬁﬂﬁql,ajé“uﬁmsmwSmﬁ'wﬁmﬁﬁﬂs:i’agnL‘%‘UmﬁuﬁﬂcﬂUﬁﬁﬁfnmuﬂm:nﬁums
pvsuazenluszaziia 1 Dhewiudsemeadszmananddnnsaiing

RN #7198491n
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3780190 2 Adefovir dipivoxil 10 mg tablet

aalsznadIminauasIi

1.B881  Adefovir dipivoxil 10 mg tablet

2. amsatanal
2.1 jluuy Wueide 1wsusulsenn
22 guilsznay  Usznaudauaien Adefovir dipivoxil 10 mg
23 Mrusussy  UsTluunsagililounans wia blister pack Jasrunnudwle
2.4 2870 - szq"ifam FIUUTZNBUMLNEIATYUATAINNLIT TUNEE ’Tuﬁuumq \WfikEe
wnzidoudniue wadtmaufushsan agstaauunussioed
- UILAEN adwaﬁaﬂﬁaaizq%iam W3aTONNMIA FIMLTNBY LAETIIANNAULT
Vo9t LaUTINER 'Ym’?fvumq'ﬁ’ﬁmw
3. AmaNIANIMaARa

3.1 Finish product specificationm’(z’
1. YSunmeandamy 90.0 - 110 % of the L.A. of Adefovir dipivoxil
2. Identification test m’aﬁ]mumuﬁi:qlu Finished product specification
3. Uniformity of dosage units ATINU |
4. Dissolution test @l‘a"mmumuﬁs:qlu Finished product specification
5. Related substances / Impurity m’m&humuﬁs:ﬂu Finished product specification

& 4

wanladu 9

o ] g o & =1 e A 4 o ] o
1. ml,mmwmmanmsmﬂmuagcymmummuummmtﬁaammﬂluﬂs:mavlm LazdwLel (declare)
LABINES

1.1 luddynstunzidoudriunm me.2 ne.3 ne.4 uiusnsdl)
1.1.1 luns@ndunfindaluwdszinalng nansts ne.2
1.1.2 luniﬂﬁlﬂumﬁ’lLﬂTﬂLﬁamnmumsq RUNBDY NE.3
1.1.3 Tunsdifiduentudhondnadszing naneds no4
12 Tudwatunsdousn ne.1/6.1 vaseniiauaen winumuasduaRatemImunun N WIBINI AT
muﬁ?{uﬂnﬁﬂu (finished product specification) LLazﬁaﬁﬂmuﬂqmﬂﬂwmaafmqau (drug substance
specification) m:ﬁﬁa;J;ixwmmﬂﬂﬁUmmamm"'[mLﬁmau AFDIBLLANTITEUWINMNEEMIvaud v (2.5)

N Wsau finished product specification Waz/%38a Drug substance specification Tavsaun ldauiudsznia
Uszmenadidnniading uazlaiiu 2 § o udszmedszniemendidnnsaing
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2. LINAIIIUIAINIATTIRNITHAAY
2.1 nsd@figuaalulsanalng HuRadasfiianmsiusesnaspumskiasaamaninamiuas s fiaiu
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmtingnu PIC/S participating authorities
wie flanesiusasunasgunsninimunsninuriLaz s mIRalumaasvasdinNua N TINNNS
DIMITUATLT NTENTIANTIIUEY Fatmuadulasfionureansasussriafiouiunaninmeiuazisnsnaly
nsndaen PIC/S lunuiaufiiananne atuigaamsaunisasaseulasiinansiusasfeiudsznie
dsznenandidnnsefing
2.2 nsddueningreinedotssna HHaadasliianansiuTasnasuNMIKaamamamaninmsiuas
S5mhalumInaasn GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagniean
PIC/S participating authorities 217ud130 ausaumIasigaulasfinanisivsasiiviulszmeadszniasan
fldnnsaiind nIaeryanaadw uduednd
3. Lanmiqmmwmaamﬁtauaﬁm (Fnnwinnang)
3.1 NaNTIAIR ARG N WNE uiNd 153 La9KHER (Certification of analysis of Finished product) T
ms’uﬁd\uﬂuﬁaamd
3.2 Namim’m’;Lﬂi’l‘”‘mﬂmﬂﬁwwmml‘uaammmﬁ’m (Certification of analy3|s of Drug substance) m’fﬂu
mswammmmmﬂumamammaquammuawwwamm@u
3.3 enasenanguiutunnusuRuszn iU INGaTeringduaIdiendety (Drug substance)
T8 3.2 NUTUMIHAAUDINRAAENETagU (Finished product) T8 3.1
3.4 luns@idunzdousnunaunnni 2 9 sxdoefidnmnnwenonamsanm Long term stability A
wudulunzfonganusas mevlmumsmmmmamanmm’mwummwawmﬂ |
3.5 Tunsaidunafousnuntosndt 2 9 sxdasddunmueaaNaNIANIIANAITAITEIEeNTE
Wwudulunzfonganuans LLaJ'Lmumsaammmamanmsmnwummwaomi:m
4. @2981981
4.1 disuasan dasseiietonadnian 3 wihsussaiue Fadudunuusnsnosziioaldnudin
muﬁ'ﬁwu@luﬁaﬁaqmauﬂ‘ﬁﬁﬂﬂﬁwﬁu
5. msﬂizﬁuﬂmmwmv";dwau (waadtanasNITuLszNW)
5.1 mﬁdwauﬁaaﬁmq’l’ﬁ”[@’"l,;iﬁaﬂndq 1 9 dunniusvay
52 Ummmﬁdwau a:ﬁaadaéwmewri']U’LU%’USENNamﬁ@mﬁmﬂ:ﬁmjuﬁmua‘u
5.3 nszﬁﬁwmmwmsﬁwmsq&mﬁasi'mmﬁﬁwamﬁ'adamw%mﬂ:ﬁqmmw PUTITNTENRIITE
N EGRREAR I(ﬂmj’mUﬁ):ﬁaaﬁomLﬁuﬁnmm‘hmuﬁ%mmwmsdam’sﬁmsw:ﬁua:Lﬁucﬁ’uﬁmau
m‘l’ﬁa’wUﬁLﬁm"xTao‘l,umsmmfimﬂ:ﬁqmm'w nstﬁﬁwudﬂmhﬂﬂu'h]muqmé‘nwmzmww: WHIUTIBNNTV
FIIUEND LRSS ERETIANENGINEUE4 gil’mmm:/ﬁag{wﬁﬂluﬂ%davlﬂ
5.4 Qmwma:ﬁaﬁmﬂﬁﬂumﬁa eindnuaany wiaaifiamadeusnnaiulsznisle  feuwsmuales 'l
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6. onasdanlydu 9

6.1 winpiaus lailgondunuy (original drugs) fasfinsisfeLaaIN1IMAREY Bioequivalence TiLaua
Wisuisunugnduuuy I@U?Enﬁﬁnméfamﬂu"lﬂmwé”mnmwﬁm:LLmﬂﬁu”@flumsﬁnm%aauHamaam
VIR UA NS TUMTEMITUATEN NENTHOTISURY lunsdidunzfioudriuenanauuy gENNTY
Tnad (Idiarnzidouen NG) SANI0LNIUMSURBENTSMIANINTIFUYATRIEN
7. diawe e (Fone) Busenisnidndyninowasuivua asit

7.1 nsﬁiwamiajwmaﬁmsw:ﬁmﬁa'mnm"‘mmmam‘mmwvlzﬂmﬂuvl.ﬂmummgﬁmj”aﬁwu@

72 nsrﬁwamﬁmeﬁm’ﬁﬁ@ffgnSUnLﬁuﬁumnﬁamm@Tmuéﬁﬁfmmﬂmnﬁwmsm%’mm:m Tugranaves

o &
ROUTLITDTAITIY

7.3 nsrﬁwuﬂrymf;mmwmnwﬁmﬁmvﬁﬁmadwa@iaﬂizﬁﬂﬁwau,a:mmﬂaawﬁm@iagﬁfﬂmﬂﬁ%’um
8. ﬂmmwmsmaamuﬁw%ﬁaﬁuﬁawmw§mﬁmm‘mﬁﬁﬂs:ﬁgm‘%umﬁuﬁu‘[@] BFIUNNUAENTINNNS

asuazenluszazia 1 Jhewiulsenmeadssmanasidnnsading

BB : 81989370
1 = General requirement madmﬁ"m'ﬁua”m{ugmmum Tablets,Capsules
2 = The Intermnational Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R)
; Current step4 version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
msﬁnm"ﬁ’msz?m%waua:%’aawdamaowﬁﬂﬁ'wﬁm NBINILANEN FWNIUAAZNIINNTS

IRTLRSEN nszm’sammsmz@

(GRS ) W / o — U muannIINmy

(WIBLn3n §IITUHNIN)
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379M31 3 Amino acid 10% solution for Infusion, 100 mL

muﬂs:nmﬁ'ﬂwﬁ'ﬂquaﬁﬁﬁ'ﬁ

1. Baw

2. amaniianaly
2.1 sﬁu,uu

22 awdsznay  lussazans 1 aas Usznausiadigddn o @3# L-Isoleucine 8 g

7.67 g, L-alanine 9.3 g, L-proline 9.71 g, N-acetyl-L-tyrosine 5.176 g ‘nmmanu L-tyrosine 4.2 g, N-acetyl-L-

Amino acid 10% solution for Infusion, 100 mL

cysteine 0.7 g “nauuanu L-cysteine 0.52 g uaz L-malic acid 2.62 g(z)

23 m‘ﬁuwuﬁ'«g
24 %ﬂ’]ﬂi:l!

'ﬂ & iaa g o Q9 & °
3 ua’]sa"a’]ﬂﬂi’]ﬂﬁ]’]nk%a lﬁ leJaJa ﬁ’lﬁiulﬁﬂ’w‘ﬂaamaaﬂﬂﬂ

Uii%luﬂ’]‘ﬁ%wﬂiiﬂU’]%@ﬁi’]ﬂﬁ]’mt’ﬁa‘ﬂ%’l@ 100 mL / 1 ﬂ'l’ﬁu“iJ‘ﬁﬁ]
- iwiJ’ﬁE]El’] a’suﬂswnaummmﬂmuam’nmm IUNER auaumﬂ mewam HRZLAY
mwaumsum LL&:’JEﬂ’]?Lﬂ‘USﬂH’]UWiQBUﬁG‘H@L%%U%DSi?ﬂm‘VI

- UWT]’H%SUST‘QEJ’] amaﬁaﬂﬁaoszq%am Vigﬂ%aﬂﬁdﬂ’ﬁﬁ"} fulEnavussawmaany

AUUTIVDIEN LRVTINRG fuz‘?umqvﬁﬁ"ﬂmu

3. AENUANIINATA

3.1 Finish product specification

(13(2)

1. Sy
- L-Isoleucine
- L-Leucine
- L-Lysine
- L-Methionine
- L-Phenylalanine
- L-Threonine
- L-Tryptophan
- L-Valine
- Arginine
- L-Histidine
- Glycine
- Taurine
- L-serine
- L-alanine
- L-proline
- L-tyrosine
- L-cysteine

- L-malic 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.
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-Isoleucine
of L-Leucine

of L-Lysine

of L-Methionine
of L-Phenylalanine
of L-Threonine
of L-Tryptophan
of L-Valine

of Arginine

of L-Histidine
of Glycine

of Taurine

of L-serine

of L-alanine

of L-proline

of L-tyrosine

of L-cysteine

of L-malic acid

(w9338 YaTTT)
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L-Leucine 13 g, L-Lysine
monoacetate 12 g wawuanu 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, Glycme 4.15 g, Taurine 0.4 g, L-serine




3.1 Finish product specification " (¢g)

2. |dentification @linmu@l’mﬁi:qlu Finished product specification

3. Particulate matter ATIM N
- DUMATUNG 210 um 'L&iLﬁu 6,000 anIn/container

- aBMATWIR > 25 pm lailiu 600 aunf/container

4. Sterility ATIAHIU

5. Bacterial endotoxins m’;ﬁlmumwﬁ'S:ﬂu Finished product specification
6. pH mmmumuﬁs:qlu Finished product specification
7. Volume in container AT

léﬂ%l?la:% 9

1. aHmewﬁ'mLana'lsn'lsvlﬁfuagtymmguwuﬁwﬁﬁumtﬁaﬁ‘immﬂluﬂimﬂ%u LazEILAY (declare)
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1.1.2 lunszﬁﬁLﬂumﬁmﬁwLﬁiammﬁomsg waneis ne.3
1.1.3 lunsdififlueniighaneadsang waneds no 4
1.2 'Lummamummmm NYA/E.1 DRI EHATIN ‘WSE]&JS’]U&L?JS_I(ﬂWJ‘IJE]ﬂ’liﬂ’JUﬂ&lﬂM’]W‘lla\')Na@mm‘Vl
mwwmummuu (finished product specification) uaz man’muﬂﬂmmwmaamnﬂu (d g substance
specification) nmmam'*mwamﬂ.ﬂauuuﬂaaLm""l,mwumu dasuwulanamIELWININGon Tt la (2.5)
VWTBY finished product specification Waz/#38 Drug substance specification Iﬂwaurﬂ?}inau’mﬂi:mﬁ
Uszmeneadidnnsafing wazlaifiu 2 3 o Swdszmadszmeneansidnnsefing
2. 1aNEITUIDINIATF IR THAR L
21 nsmaguaaludsanalng HNAadasllonasTuseunasIuMIHRAAURANINMTUa 3T TTiaIL
NMINESE PIC/S (Pharmaceutical Inspection Co-operation Scheme) laowiisau PIC/S participating authorities
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dzmarmdiannsaing
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dlannsaiing ﬁamqmaa@%w LAILANT
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3. Lanmsﬂmmwajaomﬁmuamm (Fwrmwane)
3.1 Namimﬁmmmu‘ﬂﬂ WTWHAAA N U’Imti%ﬂmadwwam (Certification of analysis of Finished product) Tu
msuwam.ﬂumamo
3.2 NamsmsaﬁnLﬂﬁ:ﬁqmmwi'mqﬁwao@T’smz%ﬁ‘ty (Certification of analysis of Drug substance) #il51w
mswﬁ@ms‘;uﬁﬁuﬂuﬁaaahw'igwaa;jwﬁmmu.azgwﬁmi‘@q@u
33 Lanm*m?a‘v\ﬁngnuﬁuﬁummé:“uvv"uﬁszmwg'umm§maﬁmqﬁwmﬁamﬁwﬁ'ry (Drug substance)
78 3.2 ﬁ‘u;’umswﬁmaaw'ﬁﬂﬁwﬁmﬁwﬁagﬂ (Finished product) 98 3.1
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4. 319898
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1 = General requirement 283.N8¥ETUE WU Finished product JUuuY Injections
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Qs Qs ¥ Qv
ﬁﬂaztﬁﬂﬂqmanvmzmwwuunﬁ'lmanmsmiaﬂ%anﬁnmﬁm
1@z B13 /2560
8NN 4 Amino acid 10% solution for Infusion, 500 mL

aNlsznaInIa auaTIssH

1. i@m Amino acid 10% solution for infusion, 500 mL

2. amasianalyl

2.1 Juupy WussszaoUsneende la Lidd a?m%‘ulﬁmwaamﬁam‘h

22 gwilsznay  lusmsezany 1 8as ﬂsvﬂaumﬂmmmﬂm aai L-Isoleucine 5 g, L-Leucine 7.4 g, L-Lysine
acetate 931 g "nmman‘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 @

23 m%uxmﬁg Uii’ﬂluﬂ'l“ﬁu.,ﬂiﬁ"ﬂUﬁ%@ﬂiﬂﬂﬁﬂﬂlfﬁawu’l@] 500 mL / 1 mmuvmsa

2.4 2a7n - 5“‘11’1138’) muﬂ?ﬂaummmﬂmua”mwmm NS 'Juauaw LG"UYIN&@'I LAZERY

nzidoudsuen LLat'Jﬁﬂ'ﬁLﬂUSﬂB’] EI'IVL'JE] 9T L‘ﬂ%UWiJii?ﬂ e

- uunwu:msﬁgm aﬂ'wﬁaﬂﬁaaszq%am w?a%amamiﬁ'] fulsznauuscawmanIny

AMNUTIVEIEN LRUNNRG fuﬁumq‘ﬁfmﬁm

3. AMENUANIIINALA

3.1 Finish product specification R

1. USunmudendary

- L-Phenylalanine

90.0 — 110.0% of the L.A.

- L-Isoleucine 90.0 — 110.0% of the L.A. of L-Isoleucin?
- 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

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
GEL 1) I /L/ ................. UsETIUA S NTTUNNT
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(WWFNINYT mMigyawian)
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(10.(2)

3.1 Finish product specification (Gia)
2. Identification G\ﬁ’;ﬁ]mumuﬁiquu Finished product specification
3. Particulate matter ATIVNU

-2wa > 10 um Flifiv 25 ayme/mL

-wwe > 25 um- Flifiu 3 aumeiml

4. Sterility AT

5. Bacterial endotoxins @li’aﬁlﬁhu@l’mﬁiquu Finished product specification
6. pH mmmumuﬁ‘s:‘lﬂu Finished product specification
7. Volume in container . ATIINU

Ranludn 9

1. ?hmewmmanmsn’mvl,ﬁﬁ”uagrywi‘jrumt,ﬁw@h{umLﬁaﬁ‘immﬁ’luﬂizmﬁ‘lm wazAILAY (declare)
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1.1.3 lunsdifidusndudraneassine nunoie no.4
12 rl,umf’uamumuwm YI8.1/81.1 TN LELaTION WiBUTLRBBAITIMIN AN MNUBINA A U
mwnwm Wew (finished product specification) uas mamwm}ﬂmmwmaamn@u (drjug substance
specification) nszvmammmamsvﬂamuuﬂamn”'[mwmm szdasunuanasinmwinenisvaurtly (0.5)
UNWTBY finished product specification (Lag/%38 Drug substance specification I@lwaurﬂ‘unamuﬂizmﬂ
dszmanadiannsading uazbifiu 2 9§ o udsemedsmeseandidnnseiing
2. 1aNEITTUTBINIAIZIRNIINAAL
21 nsdfiwanludzmalng KHAadsdionansiusaanaspiumsniaenaansninmsiuaz 35037 1w
MIWaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiiaeanu PIC/S participating authorities
w32 §Lan®33iuI e T IUNINI AL eURNN ML 3 BN TR A UM TN AENTB TN UA NI TN
DIMTURZL NIZNTIAITIIUFY Formuadulasinnuseandsaussiafiouiunaninueiuas 33 sialy
MINAAsT PIC/S Tunuineilauaans avuagaataunIaTIzaulesdnan1ssusastieudszna
tszmemandiannseing
2.2 nsdifiiugingreinddsana HHAaE B98N MNITUTINAINIUMINR AR NN A AT
3§msﬁmumm§@m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasniinnu
PIC/S participating authorities atiuage ausaumsansseulasinanissusesisiulszmeadszniasen
dlinnsading wiaayasaadw ududnsd
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3. lﬂﬂﬁ’]if’!ﬂhﬂ’lﬂﬂﬂd&l’l‘ﬁLa%ﬂi’lﬂ’l (Fnwnawana)
3.1 NANINTIVAATIZRG TN E ASTTU g&15931/u895HAA (Certification of analysis of Finished product) 1
méuﬁduﬂuﬁ’aaﬂw
3.2 NaMINTRAANEHEAMNINIAGALTEIEILNEIRTY (Certification of analysis of Drug substance) 7il7lu
mswﬁmmg’uﬁduﬂuﬁaazj'mvﬁmad;jwﬁmmua:rgwﬁmi'@qau
3.3 Lanmsvﬁa‘vxﬁngwuﬁut‘fum’mé’uw”uﬁ‘szmns;umsw'ﬁmaai‘ﬂgaumaw‘f’améﬁﬁ'@ (Drug substance)
%0 3.2 ﬁ'm;umwﬁmaawﬁmﬁmsﬁmﬁwﬁagﬂ (Finished product) 98 3.1
3.4 lunsditunadougnanannnii 2 9 asdosfdmnnmwinenanisin Long term stability anafifis
wudnlunzDouganuaas u,a:"l,oi”%"umsadwm%'maaLanmsmngﬁéwmwadu?ﬁ'ﬂ
3.5 lunsdidunzadousunioon 2 9 s daad@un NN sNaNIANENANNAITB B e ER
wusdulunsdousnanusns LLa:"L@ﬁ”umsaomu%“usaqLanmimn;jﬁé']mwaw%ﬁw
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5. msﬂ‘s:ﬁ'uqmmwmﬁdwau (w&@AILANEITNIITUUTENW)
5.1 mﬁdwauﬁaaﬁmqlﬂﬁ’lwﬁaUmf"n 1 9 HunnIusney
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5.4 Qmm]:é)”aﬁuLﬂﬁmmlﬁamlnﬁmmmq wiadaifiemaFananweastsznisla g newrwualaslid
Gouly
6. flananan (dune) Busanlienidndygnenasuimue ok
6.1 nsr’fmamizg'mlsw%mﬁ:ﬁmimnnsu"iﬂmmam‘mmwwsﬂmﬁuvlﬂmummgmﬁaﬁmu@
6.2 NTHHAAN T mmﬁ@ﬁgnﬁ'mﬁuﬁmwnﬁ penaalagdinnuannsIINMIITLAZEN IuEa el
fynezdfenzuny
6.3 nsrﬁwuﬂw@m@gmmwmnwﬁmﬁwﬁﬁmadwa@iaﬁs:ﬁﬂﬁwaua:mmﬂaa@ﬁ'mia;jﬂmﬁ'[ﬁ%’um
7. mmmwmwaanuﬁw%vh\i?uﬁmsmwNﬁ@ﬁmeﬁmﬁﬁﬂszi’agnL’%'UﬂLﬁuﬁuIﬂﬂéﬂﬁfmmﬂmxnssums
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1 = General requirement UaILN§IENTUFMIL Finished product gﬂLm‘U Injections (Parenteral preparations)

2 = Requirement specification UB481GWLLY
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51zla:LSﬂmqmé’nvmztaww:uuuﬁlmana'ﬁnﬁﬁ'ﬁ%an'ﬁﬁmﬁﬂ'l
1aaN B13 /2560
31801571 5 Amino acid, Glucose with Electrolytes and Vitamin B1 Injection, 1000 ml

muﬂszmﬁﬁ'sni’mqummmﬁ

1. foen Amino acid, Glucose with Electrolytes and Vitamin B1 Injection, 1000 ml

2. anbENLIAria 1Y
2.1 guuy uansawsUnennide dmiuiamevaaaiioad (Peripheral intravenous nutrition)
2.2 fawdsznay Ysznauel 8138808 2 &% (chamber)
#ufl 1 @muuw) 1ussazans Amino acid with electrolytes & liii#
il 2 (§m619) LlusnTazans Glucose with electrolytes waz Vitamin B1 o Wild
fsazanelu 1 MTUZUTIIRAINEY (After mixing) VU0 1000 mi sznaudas
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 mEq
éulfate 5 mEq
Acetate 16 mEgqg
Lactate 20 mEgqg
Citrate 6 mEq
Phosphate 10  mmol
Zinc 5 pmol
" Thaiamine 1.5 mg

2.3 MTULVITY msﬂuqawmaﬁn Tasudadu 2 du (chamber) AR EIUA SIS UNA AN LATAY
qoﬁwﬂaan"’mmmm
2.4 287N - s:q%am utiEnaud L EAYUAZANNLTI TUKEa 'S'uﬁvumq \nvfikGe wanzdow
#Iuen LLaﬁ%‘mnﬁué’nmmvlfathﬁ'@muuumsqﬁmeﬁ
- UWMTULLITEN aﬂwaﬁamﬁaeszq%am wiadamansd §amUsneuLazaInenI

USIPRIEN LRVNNRS fuﬁumqvl'ﬁ@mu
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. AMANUANIINATA

3.1 Finish product specification”

3.1.1 Upper Chamber Solution : Solution of Amino acid and Electrolytes

. ldentification

- Amino acids

- Acetylcysteine
- Sodium Salt

- Potassium Salt

m’mmumuﬁizﬂu Finished product specification

m’sﬁwhum&lﬁ‘iz‘iallu Finished product specification

mna&humuﬁs:ﬂu Finished product specification

@929 UaNTIszylu Finished product specification

- 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

1.245 — 1.376 %wlv
0.542 — 0.599 %w/v
0.190 — 0.210 %w/v
0.371 — 0.410 %wlv
0.122 — 0.146 %w/v
0.665 — 0.735 %wl/v
0.047 — 0.053 %w/v
0.998 — 1.103 %w/v
0.475 — 0.525 %wl/v
0.760 — 0.840 %w/v
0.475 — 0.525 %wlv
0.285 — 0.315 %wlv
0.561 — 0.620 %w/v
0.095 — 0.105 %w/v
0.095 - 0.105 %w/v
0.255 — 0.281 %wlv
0.143 - 0.158 %wlv
0.302 - 0.334 %wl/v

- Phosphate @li’mmumuﬁiquu Finished product specification
.pH 63-73
. Purity

- Heavy Metals NMT 2 ppm

- Arsenic NMT 0.2 ppm
. Assay

- L-Leucine 1.330 — 1.470 %wlv

- L-Isoleucine 0.760 — 0.840 %w/v

- L-Valine 0.760 — 0.840 %w/v

. Extractable volume

mmmu@l’mﬁsquu Finished product specification

WwiTh yaInT)

UszmuamenIsuns
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3.1.2 Lower Chamber Solution : Solution of Glucose, Electrolytes and Vitamin B1

}

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

- Thiamine chloride hydrochloride

}
|

m’mmumu‘ﬁiquu Finished produét specification
maamumu‘ﬁ's:qlu Finished product specification
G)S’Aﬁwi’mm’l&lﬁizglu Finished product specification
ﬂi’aﬁlmumuﬁi:lﬂu Finished product specification
m’mf«humu‘ﬁ'i:qlu Finished product specification
G\S’Ji}mumuﬁi:qlu Finished product specification

mmmumuﬁsquu Finished product specification

2. pH

35-45

3. Purity
- Heavy Metals

- 5-Hydroxymethylfurfural and related substance

NMT 0.4 ppm
NMT 0.3 ppm

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

- Thiamine chloride hydrochloride

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

5. Extractable volume

319Uz Y L Finished product specification

a

3.1.3 @I UADNANTI 2 @31 (Mixed solution) ABIUFAINITAIID AT

1. Bacterial Endotoxins

NMT 0.50 EU/mL

2. Particulate matter (Particulate contamination)
-wwa > 10 um Tlaifiu 25 aunmemL

-owe > 26 um Thifiv 3 eume/mL

@li’Jﬁlﬁhum&Jﬁi:q‘Lu Finished product specification

3. Sterility

avaruauNszylu Finished product specification

(8958) e /
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1. Bagn Entecavir 0.5 mg tablet

2. amansianalyl

2.1 guuuy Wuede SwsuTuUTEnu

2.2 dwisznay Usznaudioeaen Entecavir 0.5 mg ti 1 1
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3.1 Finish product specification™®

1. USunadrendany 90.0 - 110 % of the L.A. of Entecavir

2. Identification test m’mmu@lmﬁsnﬂu Finished product specification

3. Uniformity of content @529 U

4. Dissolution test m’aamum’mﬁiquu Finished product specification

5. Related substances / Impurity mmﬁi’mmwﬁlixu‘lu Finished product specification
Gowludu 9

1. ﬁ'ummwmﬂLanmsmﬂﬁ{uagn;m"ﬁrumt,ﬁw@’h%’uU']Lﬁaa‘iwuwhﬂmﬂﬂ%U LATRILAY (declare)
UWRINRG
1.1 luddymstunzifoudiue me.2 ne.3 nea WEIANTTH)
1.1.1 lunsdifduonfinialudsanelng nunois no.2
1.1.2 lunszﬁﬁl,ﬂumﬁm'hLﬁiammﬁamsq wunpds ne.3
1.1.3 Tunsdiidunddhanansdszing nanofs no4
12 ludrwatunadouen ne.1/o.1 vesiiauaTen WiBNTEAHAR T B MIA AN M NVBINR AN
auidunzifion  (inished product  specification) uazTorinuAgNIWIBITANA (drug  substance
specification) nszﬁﬁagszmwmsmﬁﬂmmaaun“lmﬁmaw zFAILURULANFITELWIMNTeMTTaud e (2.5)
VIW3BY finished product specification Laz/#3a Drug substance specification Tagvaunludauiulszna
drzmenadiannsafing wazlaifiu 2 O o udszmedszniemandidnnsafing

GRE ) N /f/L-/ UssunmMENIINMT

nITUNI

w3zl yasn) (WWRIRET nyawiant)

winfitsen1sTieyaiB13/2560



2. 1aNAITUTDINNAIZINNISHAAL
21 nsdifiegnudalwisanalng KWiadpadianmasusasanaspumsniamnaaunannusiuas3snsiielu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiignu PIC/S participating authorities
wia flenasivrannasuminiasmaunsnin oLz ITnMInalunInaag e sd N A BN IIIMT
2IMITUAZET NTTNTIENTITAGY darnuatulasfanusennsasuasiafisuiunsninueiuazsemnalu
nInEasn PIC/S Tunuiasnfilauaans avuagaautaunisaTassulesinanisiusastetudsznma
sznmernadiannsefing
2.2 nsdifidugvingonadsana KWAadpalianmIiusasnaspiumIniaeneaunanniuag
SEmInalun1NEaN GMP wWia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagintiIgan
PIC/S participating authorities audga ausaunsaiageulasinanmssusasisiulsemelsznianm
Blinnsading nIaa1ganaadn udaudnsdl
3. l,anmsqmmwmaomﬁmuaﬁm (v nang)
3.1 wansaTRIeTzigmnwHias niendiSagUvasda (Certification of analysis of Finished product) u
m?uﬁduﬂuéﬁama
32 Namim?ﬁ]’imi’l:ﬁqmmwi’mqﬁumEN(?T’J mﬁ’lﬂvty (Certification of analysis of Drug substance) m‘ﬂu
mswﬁ@m?uﬁa\nﬂwﬁati’m‘v‘lxwaa@wﬁmmLLazgﬁfmﬁmi’mqﬁu
3.3 Lanmw'%a‘mé’nﬁﬁuﬁuﬁummé’uﬁuﬁ‘szijjumwﬁmaﬁmq@‘iumaaéﬁmﬁwﬁzy (Drug substance)
18 3.2 nujunsuiavasnaaimwiedi5agy (Finished product) Ta 3.1
3.4 luns@ifunsifousnanannn 2 9 asdosfidnumwanonanisine Long term stabllqty auiu
vimdnluns S ouenauaas LLawvlmumsaammmaoLanmsmnwummwaami:m
3.5 lunsdidunziionenuiasndy 2 I amawmmewmzmammnmmwmm‘uaommuﬁﬁu
Wwudulunzafougnauans Lta:"l,@”ﬁ'unwsamwﬁ‘maaLanmsmmjﬁa"wmwaau%ﬁ'ﬂ
4. @788198N
4.1 diauaen dessvdnadnignatnaies 3 wihouTiuA Sadusunussasnoszidoa sy
muﬁﬁmu@luﬁ"sﬁaqmauu‘”ﬁﬁﬂﬂ%aﬁu
5. miﬂi:ﬁuqmmwmﬁdwan (waagtana1 NIz
5.1 mﬁawauﬁaaﬁmﬂql‘ﬁ"l@“[&iﬁamdw 1 1 sivaniussnay
52 mnmmﬁdwau a:ﬁaadaéﬁmﬁmwmsﬂ‘u%‘usawamsmﬁﬁLﬂi’]:ﬁmju'ﬁ'dwau
53 nscﬁﬁ%mm’nmwﬁwn’ﬁqiuéx‘satmmﬁdwamﬁiaamsuﬁmﬂ:ﬁqmmw WU TIBNITAYINRISRD
Tavvaalagng T,@U;jmw:@\”mmmLﬁuﬁﬂmm‘hmuﬁmmmwmsa’amafﬁLﬂi’]:ﬁua:lﬂu;ﬁ‘uﬁwau
@iwl‘faj']ﬂﬁLﬁmﬁTadlummsaﬁLﬂi’l:ﬁqru,mw nsn’lﬁwuﬁwm"LaJ'Lﬂuvthuqmé'nwmzmwn PUILTIBNTVE
FIINENE LS LRI TN ML EUD TIANENGINEN Y89 Q"u'lmm:/%?a;jwﬁmluﬂigwiavlﬂ
5.4 ;\J}”mm:@'faa%’mﬂﬁwa'uﬁam'l,na”m@mq %?at,f}al,ﬁ@nw,éauamwéhUﬂi:ms’[@c] faurnualasud
Fauly

............................................. Uz FIUAMSNIINNNT

(Win3n. §ITTNN)

n3IgauNIg nIzuNII

(W93rdh 1as) (WNRINTT NManIa)

wifiziemsfiegaiel3/2560



6. lonaianludu 9
P ] [ v . . ¥ = s . . =
6.1 wingfhaualailBoieuwuy (original drugs) dasfiniiReusainInasay Bioequivalence YILFUD

Enudsutusdueuy lasiinsdnsndsadnwlmundninamitazuwid fudlunsdnm@isuyaze
A TBIEIINIUA U NTTNMTAWTUAZEN nENTRmEIg Tuns@dunzidoudiusamaununeandiy
sl (Iaanzifougn NG) mansaonriumsusuianssmMIAnyEIuyazaIn,
7. framaan (§z1w) Busanlisni@ndyginanauivue ik

7.4 nsn’imamszjumm’?msw:ﬁmﬁmnnsu?wmmam?mmwmﬂajLﬂuvlﬂmummgm'ﬁaﬁ'mu@

ol “a ar = J = =3 v o a D
7.2 NIHNIAN m‘VTfJ’]’H%@IuQ nLIgn WLARNNA amm@ﬂ@ HROUNINUADUSNIIVATIBTHITURSEN 'lwma LIRS

@ &
FOYUIISTDIZVY

@ @

7.3 nstﬁwuﬂryvnqmmwmnNﬁmﬁmﬁﬁawdwa@iaﬂs:ﬁw%mLLa:m'lmlaaﬂﬁ'wia;jﬂ'sUﬁvl@ﬁ'um
8. W2 m’mmi‘uaaamﬁwﬂ&i%‘uﬁmimwﬁaﬁ’mﬁmﬁﬁﬂizﬁgnL?Umﬁuﬁuimaéwﬁnmmm:nssums

awasuazenluszosiign 1 dhewiudszmedszmanmsidnnsaing

NABLAG : 871989970
1 = General requirement WILNFTANSUEIRTU Finished product E‘LILL‘U‘U Tablets, Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
msdnmFlsininauazfiauyavainiadiueion nasnauguen SMNIMATENTINNMIAMNI

WREHN ﬂszmnommsmqm

Jz ] //L/
(89%8) e UsTIUAUSNTTUNT

nITUNT

(WNITH A1) (WNEMNWTT Mawiant)

w3 umsﬁe'qﬁﬁm 3/2560



