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8NN 1 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid

emulsion for intravenous infusion 1,800 kcal

aalsznadsninguasiasai 2 2 &.0, 2660

1. 3080 40% WIV Glucose, 10% Amino acid and 20% W/V Lipid emulsion for intravenous

infusion 1,800 kcal

2. Aaniania
2.1 3uuy dussemsurennids snsulimamaaaidaad (intravenous nutrition)
2.2 fwdsznay lu 1 MTUELIIY 1,500 mL 1#AWR397% 1,800 keal Ysznaudaadaen 3 8w WUNTBIUITY
(three chamber bag) @il
gaudi 1 msazanelanas Amino acid 10% WV with Electrolytes 133193 600 ml Usznaudag L-Alanine
20.70 g/I, 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 gl, L-Lysine 7.25 g/l, L-Methionine 4.0 g/l, L-Phenylalanine 5.6 g/l, L-Proline 6.8 g/l, L-Serine
5.0 g/, L-Threonine 4.2 g/i, L-Tryptophan 1.80 g/l, L-Tyrosine 0.40 g/l W&z L-Valine 5.80 g/l waz Electrolytes
¢ur Potassium 60 mEg/l, Sodium 80 mEgq/l, Magnesium 11.05 mEg/l a2 Phosphate 35 mEq/l
gt 2 Usznauday BaTudvn1849 Lipid emulsion 20% WAV 15343 300 mi
gl 3 Usznausin msazanelauas Glucose solution (40% WiV) with Calcium USua3s 600 ml uas
Caicium 10.0 mEg/!
23 MTULUITY UINRUMTUUTIIGS Unaanida woy 3 TaIUTTY
2.4 a8 - s:g%am UUITNoUMILEINYUAZANLTY TUHNE® ’i'uﬁvumq WA waziaY
nzdoudsue LLaﬁ%msLﬁu{nmm‘l’?atho’ﬁmﬂuuumsgﬁmeﬁ
- UWMTUZLITTIEN amaﬁauﬁms:q%am W3aTarIMIAn FUUTNELLAE IR
ATUUIIVEILN LaVANER i'uéumqvﬁ"ﬁ'mw

3. AANVANILARA

3.1 Finish product speciﬁcationm

3.1.1 @1391%17 Glucose solution with Calcium

1. ldentification mi’sﬁ]tiﬁuﬂ’mﬁi:qlu Finished product specification
2. YSunmenpnsa

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

- Calcium 90.0 -110.0% of the L.A. of Calcium
3. pH @li’sfﬂmum&lﬁi:qlu Finished product spacification
4. Appearance Clear

5. Particulate matter (Particulate contamination) ATINW

-8 > 10 pm Flifin 25 aumamL

-wa > 25 um Glifin 3 aymna/mL

/ (89%8)..vienn, //k—/ ...... YIEHUAMENIINMS
{,f (Winn3n FITIUNW) %
(NBDY. oo nTIUM3 (BITD) e X, N3NNI
(Wi yaInm) (WHFINTT nMgawiai)
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3.1.2 §13971%15 Lipid emulsion

1. ldentification

mm&hum&lﬁizﬂu Finished product specification

2. WSnmenondagy

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

3. pH

m’mmumwﬁnlﬂu Finished product specification

4. Droplet size

@limmu@l’mﬁi:qlu Finished product specification

3.1.3 §1981%17 Amino acid solution with Electrolytes

1. ldentification

msa%chummﬁix‘qlu Finished product specification

2. YSuuarsndagy
- 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.
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-alanine

of L-arginine

of Glycine

of L-histidine
of L-isoleucine
of L-leucine

of L-lysine

of L-methionine
of L-phenylalanine
of L-proline

of L-serine

of L-threonine

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 m’m&humuﬁszﬂu Finished product specification

4. Appearance

Clear

5. Particulate matter (Particulate contamination)

-awie > 10 pm LA 25 aymemL

- 2w > 25 pm dldfiu 3 aumaml

ATIINU

] 1 4 v
3.1.4 @1vazanuilananTe 3 @21 (Mixed solution) ABILEAINITATID AT

1. Bacterial endotoxins

midaﬁﬁumﬁuﬁsquu Finished product specification

2. Sterility test

PR ETAIN

(98 o ﬂj\ .................... NITNMSI

(W93l yas3N)

A
3NN 12 OO A UR Y TIUAUINIIUNNT
(mmm‘?n qassmmw)

(BITD) oo N nITUM3I

(WWRIWTT miyawianl)
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Hawludu 9
1. a‘i’ummwmzJLanmsms‘lﬁ%‘uagzywm’fuml,ﬁuw‘iﬁumLﬁaﬁwmﬂluﬂs:ma'lm uazfIuas (declare)
UREINER
1.1 luddynsdunziioudisue mo.2 ne.3 ny.4 ufudnsd)
1.1.1 Tunsdifiduenfindelutszinelng nansfs no.2
11.2 IunsrﬁﬁtﬂumﬁwLmVWLﬁamSLmesg RUNBDY Ne.3
1.1.3 Tunsifiduenddhandotszing manods no.4
12 ludetunzdoun no1/s.1 sesniiawemon wiaumuasioanat BMIAILAUA MWVBIHI AN A
auRdunziion (finished product  specification) WszTBrINNUAYMHNINYBITANAY (drug  substance
specification) ns:ﬁﬁag;szwj'mmsmﬁ'wuﬂaal,mwlmﬁmam wdILBRULANTITELWIMWENgMITaLd L (8.5)
VNI finished product specification waz/%3a Drug substance specification Tavvaur ladauiudszna
trmaenadidnnsafing wazlaifiu 2 O o Sudsemedszmenandidinnsefing
2. 1INATITUIDINIATTIRNITHAAY
21 nadneudaludszandlng riadasfiionmatusennasgumInaammumsninaiua 35 sfiain
MINANL PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiaeanu PIC/S participating authorities
w3 JlanaITUTaINNIATIIUNTHARL AN NN T T M IT BN AL B IFITNITHA ENTIUANT
9IMITUAZET NTENTWIIDITURY FatwuatulasfanusannsasuasiafisuiunsninmaiuasSannnein
nsndas PIC/s lunaiaunfiauawis atudrgaauseuntsasiaseulasinanisiusesfisiudszme
Uszmesandidnnsaiing
22 nsdiiinensnge e sane KHAadaallonmITUTBNNATTMMITHAREARRETINITiLe:
"3§n’liﬁﬁlumw§ﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasninenu
PIC/S participating authorities 217udge ausaumIavaseulasiinanisiusasiiviulszmadszniasen
BlannIeiing wiaaryasaadn ususnsd
3. Lanmsqmmwamamﬁmwaﬂm (Funwinnana)
3.1 Namimsaﬁmﬁ:ﬁqmmwwﬁmﬁ'msﬁ mﬁwﬁ%gﬁmaa@nﬁm (Certification of analysis of Finished product) 11
mjuﬁduﬁuﬁaarjw

as

3.2 Namsm’aﬁmﬂzﬁqmmwi‘mqﬁumaqﬁamz%mnuj (Certification of analysis of Drug substance) Al
mswﬁmmjuﬁﬁmﬁuﬁaasjmfwaa;jwﬁmmua:;jmﬁm'j"@lq@u

3.3 langIwianangmiudunudwusiznisumMInaavesingauvedaendety (Drug substance)
99 3.2 n"'ujumiwﬁmaowﬁ@lﬁ’wﬁmﬁwL%i]gﬂ (Finished product) T8 3.1

3.4 Tuns@itunadousnanunnni 2 9 sxdsefdnunmwdnananisanm Long term stability audn
wudulunzadongrausas LLa:vLGT{umiam’m%'maaLanmiﬁ)’mgﬁfﬁé’m’m"ﬂaau’%ﬂ’ﬂ

35 luns@idunsdoueantasnin 2 9 wdasddnmNaERsMIANINANUAIFITBIGTDY

wanlunzisuenunuges LLa:vlﬁ%“ummamu%’usaaLana'ﬁmmgﬁéﬁmwaou’%ﬁ‘ﬂ

(RIBD) e, / ................................ UseBIUAMENITNMS

(WIBLNIN ITTHNIN)

A {‘J\\ A
[GENiT2) [ nITNNIT (33%8)

(w93l yaTI) (WWEMIWNTT NYIwIa)

nIunmg

wﬁﬂﬁ:&lﬂun1sﬁ17{ﬂﬁ813l2560



4. @A10e9en
4.1 flauesen dassssiatnagnaatos 3 vmmﬂmsqﬁmﬁ Fadumunuugasnoasidoeldasudin
muﬁﬁwu@luﬁﬁaqmauﬁﬁﬁﬂﬂﬁwﬁu
5. msﬂs:ﬁuqmmwmﬁdauan (waastanaInsuilznn)
5.1 m‘ﬁﬁauauﬁaaﬁmq‘lﬂ@“&ﬁamdw 1 9 duaniusdvay
5.2 mnmmﬁdmau ﬂ:oﬁ"aaaaﬁ%mmwmU’Lu{usawamsmaﬁmiw:ﬁméuﬁﬁwau
53 nstﬁﬁﬂmmwmsﬁwmsaﬁwﬁazmmﬁdmauLﬁaﬁamsaﬁ]"il,ﬂﬂ:ﬁqmnﬁw WUIBTITNTILYINRUITE
Sasvad10819 Img&fmﬂUaz@‘fammLﬁuSnmm‘hmuﬁ%mmwmidamm%msnw‘ua:Lﬁu;ﬁuﬁmau
d'ﬂ:ﬁ”ﬂ"lU‘ﬁLﬁmﬁaﬂumimn‘imsw:ﬁqm,mw nsrﬁ*ﬁ'wudwm"\.;hﬂu"l,ﬂmuqmavnwm:mww: AUIWTITNIVE
§IINEND W URTIMILEHETIMNENAINENIT 8 Qmwa:m‘%agwﬁmluﬂ%eiavlﬂ
5.4 ;jmm:ﬁaﬁuLﬂﬁﬂuml.fiamlnéfwmmq wiaflaifiensdeuanmdrntsznsla g newhnualaslid
Gouly
6. Alanaan (Azne) dusaalienidndyainanasuivue qon
6.1 nstﬁwamsejmsaﬁmﬁzﬁmﬁmnnsui’mmmam‘mmwnzﬂajtﬂuvlﬂmummgmiaﬁ'muﬂ
6.2 NSOANRGN TAH! m’ﬁﬁ@ﬁgm’%‘nmﬁuﬁumnﬁ asaMalasdinNUAENIINMIa N TLEEN U A e
fygazdeszang
6.3 nstﬁwuﬂutqummwmnNﬁmﬁmwfﬁmadaNa@iaﬂszﬁn%wml,a:ﬂ'a'mﬂaa@ﬁwiapjﬂmﬁvl,ﬁﬁ"um
7. Wmm’mjmsmammﬁﬂﬁvhﬁuﬁmsmwwﬁmﬁwﬁmﬁﬁﬂs:fﬁgnL%UﬂLﬁuﬁuIﬂﬂéﬁﬁnaﬁuﬂm:nsmms
ansuacenluszazian 1 Dhewduwdsenmadszmanandidnnsefing

RAUNA 87198997N

1 = General requirement 1a9LNFTATUAMTY Finished product 31U Injections

....................................... U2 TIUA WS NIINNTT

nIzuNIg

w3zl yasn) (WNEINTT Myaniait)
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AL GHG) ﬂﬂqmﬁ'nvmzmwmmuﬁ"]manmsmsﬁm%anﬁﬁ’mﬁm
182N B13 /2560

578n115N 2 Adefovir dipivoxil 10 mg tablet

awlszmadaviaguanizsait 2 2 &.A, 2660

1.5881  Adefovir dipivoxil 10 mg tablet

2. anssaianaly
2.1 gluuy Wuede dwsuTudssnu
2.2 swmtsznay  Usznaualu@an Adefovir dipivoxil 10 mg
2.3 Mruzusny  usTluuniagliiuwand w3a blister pack dostunnaduld
2.4 287N - s:q’?am FIUUTTNAVAILEINYUIZAINUTI TUNE® ’S'uﬁvumﬂq LaTinGa
wwanzidoudsuen LLa:'“a%msLﬁU%“nmU'\"L’S’azi'mﬁ'@muuumsgﬁmeﬁ
- UWURIEN a8 ane aaszq%am WiaTamIma §IULSNEY LaKIWIARNLSY
Y09t UGN i‘uéumqiﬁ'mau
3. amdntanvmane

3.1 Finish product specification""(z’

1. ISunmendey 90.0 - 110 % of the L.A. of Adefovir dipivoxil

2. ldentification test mmmum’mﬁiquu Finished product specification

3. Uniformity of dosage units ATITHU ’

4. Dissolution test m’smhumuﬁsquu Finished product specification 'r

5. Related substances / Impurity Gﬁwl}hum’mﬁizﬂu Finished product specification
ionladn g

1. z%'ummwmmanmsmﬂ@ﬁuagtywifumLﬁwe'hs"umw‘viaa‘immﬂluﬂszmﬂvlm LAzFELAY (declare)
UAEINRR
1.1 'Luﬁwﬁtymsi‘fuml,ﬁw@‘h%“um (N8.2 N18.3 NE.4 LAINANTOR)
1.1.1 lunsdifidunnfndaludszinelne nanods no2
11.2 lunitﬁﬁlﬂumﬁﬂL‘ﬁ"\l,ﬁaﬂ’l‘il,l,ﬁdllﬁq Rpds ne.3
1.1.3 luns@mduentidhanesdssing nansde ne.4
12 ludadunafowen ne.1/p.1 vsendiaueTien wisumoazduawademmugua e REan
aufdunzidon (finished product specification) uazdarinLAAININYBIIANAL (drug  substance
specification) nitﬁﬁ'a;J;s:wmmimﬁﬂuuﬂamrﬂmﬁmﬁu rFaduuUenaTELWMWENEMTVaLA LY (8.5)

wwan finished product specification Waz/M3a Drug substance specification lagvaun lurauwiudszme
Uszmaadidnnseing wazhiifin 2 9 m Sudsemeadszniesandiinnsading

(R9%a) __— semuamenssunisg

nIINNNI

(WwiTih yasn) (WWEMIWET nIawiant)

wiilsemsiizgaiiBl3/2560



2. 19NAITUIAINAIFIRNINAAL
21 nadfisuaaluilssinalng Hndadasdianasiusasnaspiumsuiagneaananinamiuazinisiaiu
mInaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemiagau PIC/S participating authorities
W38 TLaN8133UTaINNIATIIUNNITHAADI AN AR NN IHTUAZ I T M IAG IWNTN AR ENBIAINITHA LN TINAS
9IMIUAZE NIENTNENTITAFY Fsrvuatulasfarusennsasussrafsutunsnn uriuaz3emsnale
mIudaen PIC/S lunuaasnfiguaans atuigaeusaunaTasaulasinanmsiusesisiulszne
Urezmenesidnnseiing
2.2 nsdifidiugnindreincsena KrdndasdiiananTilsesanasunsuiaeneunanintsiuas
SEmsialumInaacn GMP wia GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagnigau
PIC/S participating authorities aiudge anusaunmsamaseulasiinamsiusasfiaiudsemenlsznmianan
fidnniafing wisaganaadn ududnydl
3. Lanmsqmmw'uaomﬁtauaﬁm (Fuwnnana)
3.1 Nammsn%mﬁ:ﬁqmwwwﬁmﬁ' et ma‘%’u%ﬂgﬂmaaﬁwﬁm (Certification of analysis of Finished product) 11
ms’uﬁduﬂué’aa:ho
3.2 Namim’maLﬂi%%ﬂmnﬁwmnmuma\‘lmmmﬂwm (Certification of analy3|s of Drug substance) ‘Vll‘fﬂu
mwammiumuﬂumamammaowwammua*wwamﬂmu
3.3 Lanmsma‘mangmﬂuuummauwuﬁszwmgummamaﬁmqamjawﬁmé’xﬁ’ty (Drug substance)
49 3.2 n”us;umw§mmaam§mﬁmsﬁmﬁn§agﬂ (Finished product) Ta 3.1
3.4 lunsditunadoweanannnii 2 D ssdasfidmnnwinonansinmn Long term stability aaififin
Wadulunsdouenanuses LLa:'l.@T{umsaamu{maaLanmsmmjﬁéwmwaau‘%ﬁﬂ
3.5 lunsdidunzsiiouenantasnds 2 9 AFBITEN NN N AN IAN B NUAITITBIEN AU
vsdnlunzdouenuuaa LLa:"Lon”%"umsaaumﬁ”madLaﬂmimnpjﬁéwmwaau‘%ﬁ'ﬂ
4. A2881981
4.1 dlauanan desdsiatnimnatnitiey 3 WiguIIIAIU Fadudunuusasnossioaldnuiimn
mu'ﬁ'ﬁmuﬂluﬁaﬁaqmauu‘“ﬁﬁﬂﬂﬁwﬁu
5. msﬂizﬁ'uqmmmnﬁﬁwau (w@astandITNITTUUIENW)
5.1 mﬁdwauﬁaaﬁmql'ﬂ@“lﬂﬁammfﬁ 1 1 duanusinay
52 mnmmﬁﬁwau a:ﬁaadaﬁnmewmﬂlU%"usaawamsmaﬁmsn:ﬁmﬁ;uﬁdauau
53 nstﬁﬁ%mmwmsﬁ'}msquﬁaamomﬁawauLﬁaa’mnﬁmﬁ:ﬁqmmw WU TITNNTE ISR
N LREYRR) I@mjm m:@”aadamLﬁuﬁnmuﬁwmuﬁumnswmsdamsaaﬁimﬁzﬁua:Lﬂugﬁ‘uﬁwﬁau
ﬂ'w‘l’ﬁ'«jwUﬁﬁmﬁaﬂummﬁﬁLﬂi’\:ﬁqmmw ns:ﬁﬁwudwm'l&hﬁu"lﬂmuqmé’nwmzmmz AWIYTITNTVD
gonudnt isuRTnMsERaIEGINEUD4 ;jmULL&:/%?ﬁQNﬁm‘Luﬂ?a@iavlﬂ
5.4 ;"4?11’1ﬂa:GTaﬁmﬂﬁmefiam‘l,né”%mmq wialaiamaiausnmwdiolszmsle 9 fiewrvualas i
Jauly

(WIBLN3N §ITINN)
j ! \\<
(89%0) f NISUMS (3978) N3NNI

Wizl yasnm) (WIENIWTS NAwIa)
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6. lanaadenlydug

6.1 winefauelailgenduuuy (original drugs) #aIinTIFOLEAINIINAROL Biocequivalence LELa
WIsuMBUNUBN UL I@ﬁ%msﬁnmﬁauﬂﬂﬂmwﬁ'ﬂLnm‘VTLLa:LLu’;Uﬁu”ﬁlun’lsﬁnm%’mu%lamaom
U VAIFIUNITUA SN TTUNMIITNIIURLEN ns:mwmmsmqm‘s) lunsrﬁ"i‘fumtﬁﬂuﬁ'ﬁummuuuummﬁ'ﬁy
Il (diarnsidous NG) mansasniiumsuusanasmsfinndisyavaen
7. flawanen (§pe) Bnsanlisnidndyg nowasuivwe aoi

7.1 nsr’fmamszﬁwmaﬁmﬁ:ﬁmﬁmnnsu%‘ﬂmmam‘mm‘wwtﬂmﬁuvlﬂmwmmgwm‘faﬁmuﬂ

72 ns:ﬁwﬁmﬁ‘mﬁm"ﬁﬁ@ﬁgm‘%mmﬁuﬁumnﬁamm@ﬂmUﬁwﬁmmﬂmnﬁumsmmsu,a:m Tugasanaas

a J
NEURNAS TSN

7.3 nytinulymaanmainuiadusifiaresdinadalsziniuauazanuisaaniseagiefildsuen
8. MUIDTITNNTVORIIVAND LI TR T4 Nﬁmﬁmfﬁmﬁﬁﬂni’agnL‘%'Umﬁuﬁ‘lﬂﬂ BEIWNITUAUSNITNNNT

mnTuazenluszezIan 1 drewindsenmadsemeanasidnnsefing

MN‘]EIL%Q : 91989970
1 = General requirement madtﬂﬁ’“ﬁﬁﬁguﬁﬁﬁgugmmum 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:ﬁﬁa
msﬁnm%’;ﬂs:5‘71%“aua:"fmaugamawﬁmﬁm‘fﬁm ﬂaomuqum ﬁﬂﬁnewuﬂmnssunws

ATRITLURSED ﬂi&‘ﬂ?’l(’lﬁ’]ﬁ'ﬁmq’ﬂ

(GRNC) W / A — UITBIUAUSNTINNT

(WILLNIN FITIANIN)
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Wizl yasno) (WINRINDT Myl

n3IIUNIT
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198z zmqmé’nﬁm:mwwtmuﬁ"\ﬂtanmsmia‘i'm%an’ziﬁ'mwi‘m
ez B13 /2560
57801 3 Amino acid 10% solution for Infusion, 100 mL

awdsemadsninguanizst 7 9 5.0, 2550

1. iﬁ‘-ﬂ Amino acid 10% solution for Infusion, 100 mL

2. ansaaianaly

2.1 3uuuy dumsaznouneannds la Wi swivlimassadand

2.2 gaudsznay  luansazsne 1 803 Usznaudedamndeny 931 L-Isoleucine 8 g, L-Leucine 13 g, L-Lysine
monoacetate 12 g ‘ﬁ'awgaﬁu 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 ﬁauaaﬁu L-tyrosine 4.2 g, N-acetyl-L-
cysteine 0.7 g “ﬁlaugaﬁ'u L-cysteine 0.52 g ez L-malic acid 2.62 g(z)

2.3 MTUEUIN msaﬂum’nuzmsi}mﬁ@ﬂsnﬂmm%ammﬂ 100 mL / 1 NTUEUITY

2.4 aanazy - s:q%am FIULUIENAUMBEATYLATAINLTI TUNER ’Tuﬁvumq WDUTINGR UaziaT

nziffoudiue uasiimafuinwn adwdauuuussyiaeg

- UBMTUUIIIEN agnarad aaszq%am WioTanImIni FauLsEnaLaz WA

AINULIIVDIEN LRUNNAR i'uﬁuaqul.'j"fﬂmu

3. AMANLIGNINARA

3.1 Finish product

e e (12
specification

1. USunmdasdagy

- 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

- 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

YA SN IINNNT
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(ae%0) { ...................... N3NNI
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3.1 Finish product specificationm'm (Gia)

2. Identification m’m&i’mmmﬁizq‘lu Finished product specification

3. Particulate matter ATIINI
- BRMAYWIA 2 10 pm laitfin 6,000 DuNI/container

- aBMAYIIA = 25 pm L3y 600 auNA/container

4. Sterility AU

5. Bacterial endotoxins m’:iwhu@l’mﬁi:ylu Finished product specification
6. pH @li’]‘ﬂﬁi’]%@ﬂ&lﬁi:iﬂu Finished product specification
7. Volume in container AT

Waulydn 9

1. 'émmmwmmLaﬂmsmsvlei”é"uagrymifuml,ﬁw@‘h{umLﬁaﬁ‘immmluﬂszmﬂvlm wazd e (declare)
LABINRG
1.1 luddymsdunziSoud$um mo.2 no.s no.a WELANTTE)
1.1.1 lunsditidunnfindaludszinalng nansis no 2
1.1.2 lunszﬁﬁLﬂumwﬁﬁLﬁwLﬁammﬂamsg wineie ne.3
1.1.3 lunsdifidugniidranndnadseine nangde ne.4
1.2 1um’uamummmm NE.1/2.1 VBIENTLELDTION wsawﬁaawl,ammmamimmwﬂmmwmaawamnmm
mu‘n‘uu‘n e (finished product specification) L& maﬂﬂﬁuﬂﬂmﬂ’lwmaoaﬂﬂﬂu (drug substance
specification) nmmamwmnmﬂﬂamuuﬁaum‘"l,mwmm oF mamunLanmsmmewmanpsmamﬂm (8.5)
NINTaN finished product specification Las/%3a Drug substance specification I@mmal,!,n“"l,’ﬁnamuﬂswnw
szmenendilinnseding usslaiiu 2 9 o SulsemeadsemanensiSnnseing
2. 1BNEITUIDINIAIZTINATHAAL
2.1 nadifgwaaludsznalng HNAAFILeNEITUIBINASTIUNSHRAINAN WA NN e aE 3 TN 3T
mMINaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lapwiisnu PIC/S participating authorities
%30 ﬁLaﬂmﬁusaammgmmswﬁmmmwé}”nmmsﬁua:";%msﬁﬁlumswﬁmmmade‘hﬁnmuﬂm:nswms
DIMIIURTYT NTENTIINTIIUFY %aﬁmuwﬁ(ﬂ@szJmmaa@ﬂé”aaLLa:vT@Lﬁﬂuﬁum”nmmfvi‘uaﬁﬁmsﬁé’lu
nsudAasn PIC/S Tunuaeenfiiauaany avudganusaunIsaIReulaninan1sTusasfeudszna
Usznmenediannsaiing
2.2 nsdifidiugingroinddsama HWAOFaIlaNm T UTeIN s IUMIHAA LN TIRATIIN T La:
ABmsialunsnEam GMP i GMP/PICs (Pharmaceutical Inspection Co-operation Science) Lagimtiaenn
PIC/S participating authorities aiildge ausaumsenameulasinanissusasiissulszmalszniasan
SLé‘nmaﬁnﬁlﬁamqmaa@%w URUANTH

. (mmn?n E‘Z'Jiiﬂkﬂ’]W) \\

GEET) nITUMST (CEXiT2) I S N3IUNS
(Wil yaIim) (WNENIWET ngawdani)
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3. mnmsqmmwmaamﬁLauasﬁm (@nunnana)

3.1 HAMIATIVIATIERG UMK AL sndFag1lua9HE (Certification of analysis of Finished product) 11
m;fuﬁduﬂué”aazm

3.2 wamsmaﬁmsw:ﬁqmmwﬁlqamjaoﬂ"‘umﬁ'ﬁm (Certification of analysis of Drug substance) m’ﬂu
mmﬁmms‘;uﬁa\uﬂuﬁaazmﬁvwaopjwﬁmmua:;jwﬁwi’mqﬁu

a

33 Lanmw‘%av\a”ngmﬁuﬁummz?uw"’uﬁwdwjumwﬁmaoi’mqﬁwaa@hmﬁwmy (Drug substance)
9 3.2 n”u;'umswﬁwaawﬁ@ﬁmﬁmﬁwﬁagﬂ (Finished product) T8 3.1
3.4 luns@funsiiouenuunnin 2 1 szdasfidgunmwenanansdine Long term stability MU
wudalunsdonenuusas LL&:"L@T%HJmsaammfusamanmsmmjﬁéwmwam?ﬁ‘w
3.5 lunsdifunsfoueantasnii 2 9 ssdaed @ mwENanIanEInIRI Ve s AR EY
wudnlunsdoueuuaas LLa:vl,@i”%’umsmmu{mauanmsmnﬁﬁéwmwaou?ﬁw
4. A0g1een
4.1 figuesnen dpsmssiatimaiiey 3 %maussqﬁmfﬁ Fadusunuugasnoaiualdnrudiu
muﬁﬁmu@luﬁvﬁaqmauu‘“ﬁﬁﬂﬂﬂ"’mﬁu
5. msﬂs:ﬁuqmmwmﬁdwan (WEAILANFIINITULIENW)
5.1 mﬁz&wauﬁmﬁmqlﬂm‘”[sjﬁaUmfﬁ 1 1 amiusaney
52 mnmmﬁdauau a:(ﬁamaﬁ‘hmewmzﬂu{usawamsmaﬁmsﬁ:ﬁmjuﬁdwa'u
5.3 ns:ﬁﬁ%u’m‘swmsﬁwmiq:mﬁarhamﬁa’auamﬁadom’m’imsw:ﬁqmmw RIILTITNNTITHINIIRD
Sadvaaiagng T@U;jmm:eﬁ”aaaomtﬁ'uﬁnmm‘hmuﬁ%mmwmsdomw’imsﬂ:ﬁua:tﬂu;ﬁ’uﬁma‘u
m'l'if”mﬂﬁuﬁmﬁaa'l,umsm’m%mswzﬁqmmw nsrﬁﬁwuhmhitﬂu'lﬂmuqma“’nwm:mwwz BUIBINTNNIVE
FIIMENS LsURTITIIMIIERTIMENeINEU8Y ;jmwua:m?a;jwﬁm‘luﬂ%@ﬁavlﬂ
5.4 sjmm:ﬁaa%“mﬂﬁ'numl,fiam'tnﬁmmmq u‘%a&fmﬁ@mn?ammwﬁaﬂﬁi:mﬂ@s] naufmualaslud
Fouly
6. fiananan (funs) Busealdisnidandggnnavasuivne doil
6.1 nsﬁiwamsq‘mnﬁmsw:ﬁmﬁmmmﬁwmma@s‘mmwwzﬂmﬁuvl,ﬂmwmmg'mﬁaﬁwuﬂ
6.2 NYTHHEAN tsH mmﬁaﬁgm‘%mmﬁuﬁmwnﬁ asemalasdnnuatNIINMIaNTLaEN TutaIm e
sygnesdeaany
6.3 mtﬁwuﬂwzqummwmnNﬁ@ﬁmﬁﬁmaawadaﬂixﬁwﬁwaLtazm'mﬂaaﬂﬁ'mia@?ﬂwﬁiﬁ%’um
7. ‘vwhmwmsmaamuﬁﬂﬁvlajéfuﬁmsmwNﬁﬂﬁmfrfmﬁ'ﬁﬂsxﬁgnL'%'zmLﬁuﬁuT,@Uﬁﬂﬁfﬂmuﬂm:nssums

mIuazeN luszuzIan 1 Jhsuindsenmadszmanandidnnsafing

‘VIN'\EILVIG! é’ﬁaﬁamn
1 = General requirement VaILNFTATUSIWIU Finished product gﬂLL‘U‘U Injections
(Parenteral preparations)

2 = Requirement specification U898 AULUL

(RITBB) oo, / ................................. HsEmunmEnIINMS
_ J7 (WIBININ FITIHNN)
(89T8) oo Q e nIINMT (89%0) nTINMS
wieiril yasym) (WWFNINTT Mggawian)
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J1UazLd HAATANHIRSIANIZURUNIHIDNAITNITIATDIIBA T8
18N B13 /2560

1891151 4  Amino acid 10% solution for Infusion, 500 mL

awlszmadswinguasissnit 2 2 §.A, 25560

1.8887  Amino acid 10% solution for Infusion, 500 mL

2. a2 1)
2.1 3uuuy dussazmoureanndgs la Wi swiulvmmsaadans
22 dwzney lussazans 1 §es Usznaudaadmandy @9ii LIsoleucine 5 g, L-Leucine 7.4 g, L-Lysine
acetate 9319 ﬁ'auyjaﬁ'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 LAz L-Taurine 1 g @ :
2.3 MTULUIN msﬁﬂum’nu:msgmﬁ@ﬁﬁﬂmm%ammm 500 mL / 1 MTULLTII
2.4 28N - s:q%am FIUUTENBUAIIRIAPYUIZAUUTI TUKER i‘uf,‘iyumq LSUTNER uazLaY
neiduudsuen LLaﬁ%msLﬁu%'nmmvl’Tazhafmwuuussqﬁwﬁ
- UWMTUEUTIYEN amaﬁaﬂﬁaﬁ:q%am WiaTonamas FanlsEnauuatunaaNy
AMAUIITDILN LaVRHER 'j"uﬁvumqvﬁ'ﬁ’ﬂmu

3. AnbENIGNIINATA

3.1 Finish product specification"”

1. Smarsndan

- 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%a) ..................... e UsemuamnITuNg

{’j) (WiBn3n gITINTN) \]/\
GRE ) JTTONN S nIsuNTS (aaf'fs'a) ................................................ nITuNNT
WS Yasn) (WNRNIWTT nania)
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(1.2

3.1 Finish product specification (GiE])
2. Identification m’afﬂmumwﬁiquu Finished product specification
3. Particulate matter ATIN U

-uwa > 10 um - Flaifiv 25 aumemL

-wwie > 25 um Jlifiu 3 aumemL

4. Sterility ATINU

5. Bacterial endotoxins m’;’awhu@’mﬁi:qlu Finished product specification
6. pH @li’;fﬂmu@’mﬁsquu Finished product specification
7. Volume in container , ATIFHU

Rawludn

1. e‘hmewrhmanmimﬂ@ﬁ'uagzywifumu,ﬁwﬁﬁumLﬁaﬁmmyluﬂs:mﬂvlm LasF1ua9 (declare)
URAINRG
1.1 ‘l,uz«’hﬁ‘rymiﬁuwnﬁﬂuﬁﬁum (N8.2 8.3 N84 LRILANTER)
1.1.1 Tunsdimduenfindolutszinelng nunoie no2
1.1.2 lun‘s:ﬁﬁlﬁumﬁwnj”%ﬁ'ammmmi@ wUBhe a3
1.1.3 Tunsdifidusntidhananetszing nanois no.4
12 luswadunsfowen ne. /8.1 sasniiauenan WD AR ITIMIATLANA N TWDBINR AL uTT
anuRdunziion (finished  product ~ specification) uazgariMuANLNIWYBITANEY (drug  substance
specification) mﬂﬁagszm’mmsm‘ﬁnmmaaLLﬁ"l,mﬁmau AFBILUVLENRIITFUWIMWEINENTTRUA LT (8.5)
UIWIBWN finished product specification Waz/#38a Drug substance specification lavvautlonauiulszne
dezmanandiannsaing uazlindiu 2 9 o Sudsemedsznmenandidnnsading
2. 18NFTTUTDINNAITIRNIIHAAL
21 nsdifiwanludszmalng Hdadasfiionmsiusasnaspumsniamenunaninomiuazimsialu
NINEaE PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswisny PIC/S participating authorities
wia flenasiusasnasiunsninsaunaninmeilaz s sialunndasvessinnun MEnITUANY
2IMTIUNTYN NTENTIENTIIUFY Fanuadulaoianuseandosuasriafiouiunaninosiuasisnsialu
nIndae PIC/S lunuaaenfitauaune avvagaauseumsasiasaulasdnanisiusesfisiudszna
Uszmasadiannsefing
2.2 nsdiiiineningenestssna HHAadaIlilaNMITUTINATIUNSHARLIMAMANTIN ILSE
%'msﬁﬁlumswﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagminonu
PIC/S participating authorities a17laga ausaunsavivsaulasdnanissusestiviudszmeadszniaman
slannsafing WI000ANAATW UAIANTTL

(BITBY oo USeTIUAENITUNNT
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3. tanm‘sﬂmmwmmmﬁLauaﬁm (e?nmmwn'”m)
3.1 NAMIATIVNATIHG UM WRE AT OWTS dFagiluadnnaa (Certification of analysis of Finished product) s
ms;uﬁdm.ﬂmhamo
32 Namsmsaﬁmsw:vfﬂmmw{mqawaaﬁamﬁ’m”ty (Certification of analysis of Drug substance) #il#1u
mswﬁmméuﬁd&ﬂuéﬁasmwawaa@wﬁmml,t,azpjwﬁmfmqﬁu
3.3 Lanmi‘vﬁaﬁé’ngmﬁuz’i’ummﬁwﬁuﬁswinéummﬁmaﬁmqﬁwaa@‘ﬁméﬁﬁ%y (Drug substance)
T8 3.2 iujumInAavasniaimaiondniagy (Finished product) 78 3.1
3.4 Tuns@ifunsdouenunuinndt 2 9 AdpaldiuwnIndiunan1sdnm Long term stability anufifiv
wadulunzdougnaunuaes LL@:"L@T%‘Umsaamwi”usaol,anmsmmjﬁénmwaau’%ﬁ'ﬂ
3.5 lunsditunsifouenaiasndy 2 § AT ENW MW ENIRANTAN BN NAIFIUDIENIUTA U
wudulunziouenanuaas LLa:"L@‘T%'umsaamu%‘maomnm‘smngﬁéwmwaou‘%ﬁ'n
4. A18e198N
4.1 disuanen dessadiadinnagniies 3 wﬂmmsqﬁ'm‘rf Fadusunuusasmoszidualdasudau
muﬁﬁmuﬂluﬁﬁaqmauﬁ‘ﬁﬁﬂﬂ’ﬁwﬁu
5. msﬂs:ﬁ'uqmmwmﬁdwau (WEALBNEIINIIIUUTENW)
5.1 m‘ﬁﬁwauﬁaoﬁmq‘tﬂ@“ﬂ,s\iﬁamnﬁw 1 3 funiusenay
52 mnmmﬁ'dwau a:@Taadoe°nmewmU'Lu%'maawamsmaﬁmsw:ﬁmjuﬁdwau
5.3 ﬂscﬁﬁﬁmmwmsﬁwmﬁimﬁamomﬁdmamﬁaémﬂﬁmsw:ﬁqmmw RULTIBNNIREARUIRE
$o9vad20819 I@m&"m 2 FaIFILLRNEN AU IWIUA R mwmsdamw‘?mm:ﬁua:Lﬂmﬁuﬁmau
@h’L’B"ﬁhaﬁlﬁm’z‘fmluma@lsaﬁ,ﬂﬁ:ﬁqm,mw nstﬁﬁwud'lm’hiLﬂuvl,ﬂwmqmﬁnmmzmww: RUILTNTNTV
89IUEND WU R TN NS ARETINENSINE VD4 anua:m?agf;’wﬁﬂluﬂ%@iavlﬂ
5.4 g&fmwmz@i’aﬁuLﬂﬁguUWLﬁamlnﬁmamq wiadlaifanaiFenanmenadsznisle g newsmuales il
Fouly
. . - v o e . 0 o X
6. AlAWD A (H218) BusanlianandygnawaATUIMRA It
6.1 nsrﬁwamsajmsw‘?msw:ﬁmﬁmnnsu‘iwmmam‘mmwnﬂﬁtﬂu"[ﬂmummgm’ﬁaﬁmm
6.2 NIHRAN TUH m’uﬁmﬁgnﬁﬂmﬁuﬁmmﬁ asaaalasdninnuamenIsIMIaIIHazen luwianamas
fyquzfeazing
6.3 nszﬁwuﬂyrqummwmnwﬁmﬁ'mfﬁﬁmadwaeiaﬂs:ﬁﬂ%wal,l,a:ﬂ’nuﬂaa@ﬁn@iacjﬂ’mﬁ'léﬁ'nm
7. ﬂmnswmsmaaamﬁ‘nﬁvl,aj%fuﬁmsmwﬁmﬁmfﬁmﬁﬁﬂizﬁgnL’%'umﬁuﬁu‘[@Uﬁwﬁfmmﬂmznssums
anwrsuazenluszoziian 1 Dhendudszmeadsznmianeaiinnsading

nanama 81989970
1 = General requirement Ta9.N§TFNTLU&MIU Finished product E‘ULLU‘U injections (Parenteral preparations)

2 = Requirement specification U816 WU
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YA YAAMANBULIANIZURUNIYLDNANTNSIATAIIBA TN A
\auN B13 /2560
S18115N 5 Amino acid, Glucose with Electrolytes and Vitamin B1 Injection, 1000 ml

aulsznddaninauasizsti 2 2 §.A, 2560

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

2. ansEnLiavia ly)
2.1 juuy ussamstnennids swiudanomasaidand (Peripheral intravenous nutrition)
2.2 #udsznau Usznaueiy 8138say 2 §9u (chamber)
g 1 (@uun) usnsazats Amino acid with electrolytes e il
§2uft 2 (Fausn9) ussazany Glucose with electrolytes waz Vitamin B1 1o s
mazanalu 1 MrULUITIRAINE (After mixing) 2u1A 1000 mi Usznaudae
Amino acid 30.00 g (BCAA 30%)

Glucose 75.00 g
Sodium 35 mEgqg
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 Lpmol
Thaiamine 15 mg

2.3 MAUZUIIY msaﬂuqawmaﬁn Tasutiau 2 & (chamber) LAREFIUAHGIUHUNARAD Wazee
qoﬁwﬂmﬁ‘uumum
2.4 287N - s:q%am FIUUTENAUMILNFIAYUATANLIT TUHNES fuﬁvumq \8finGe wannion
Fsuen Ltaz’iﬁmnﬁu{nmmvl,i'azm’ﬁmwuumsqﬁ'mwf
- UUMTUSUTIPEN aﬂwaﬁamﬁaaszq%am WiaTamImsi FImLsEnouLazIWIRAIY

WIIUBIEN LAINHER i’uﬁumqvﬁ"ﬁ'@wu

(GREL) / ........................................ UsemuamnNITINT
(WIBININ §ITIMNN)

(B9BD).ves Q A, NIINMT ' (84%8) NIIUNS

(wiTil yasn) (WIRINTT nawdant)
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. anENLiaMIINaia

3.1 Finish product specification'”

3.1.1 Upper Chamber Solution : Solution of Amino acid and Electrolytes

. Identification
- Amino acids G\S’J%N’mmwﬁsquu Finished product specification
- Acetylcysteine ﬂiaaﬁﬂumﬂwﬁi:qlu Finished product specification
- Sodium Salt @]5’]’%&1’1%@1’11117].5:1‘!1% Finished product specification

- Potassium Sait

@S’Ji}l}i’m@’mﬁiquu Finished product specification

- L-Lysine Hydrochloride
- L-Threonine

- L-Tryptophan

- L-Methionine

- Acetylcysteine

- L-Phenylalanine

1.245 - 1.376 %wiv
0.542 — 0.599 %wiv
0.190 - 0.210 %w/v
0.371 — 0.410 %wiv
0.122 — 0.146 %wl/v
0.665 — 0.735 %wl/v

- L-Tyrosine 0.047 — 0.053 %w/v
- L-Arginine 0.998 — 1.103 %wl/v
- L-Histidine 0.475 - 0.525 %w/v
- L-Alanine 0.760 — 0.840 %w/v
- L-Proline 0.475 - 0.525 %wlv
- L-Serine 0.285 — 0.315 %wl/v
- Glycine 0.561 — 0.620 %w/v

- L-Aspartic acid

- L-Glutamic acid

0.095 — 0.105 %w/v
0.095 - 0.105 %w/v

- Sodium 0.255 - 0.281 %wl/v
- Potassium 0.143 - 0.158 %wl/v
- Phosphate 0.302 — 0.334 %wlv

- Phosphate Glﬁ’q)mumuﬁizlﬂu Finished product specification
. pH 6.3-73
. Purity

- Heavy Metals NMT 2 ppm

- Arsenic NMT 0.2 ppm
. Assay

- L-Leucine 1.330 — 1.470 %wiv

- L-Isoleucine 0.760 — 0.840 %w/v

- L-Valine 0.760 — 0.840 %w/v

. Extractable volume

a3 wauNIEYlu Finished product specification

| ﬁ” f (WIBININ §ITIUNIN) | \(
GRS L) I S N NI GEE) NI W D nIINNT

(Wil URII7) (WNEINTT Migawiai)
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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'zamumuﬁsquu Finished product specification
m’aﬁlmumwﬁ'i:qlu Finished product specification
m’msi’mm&l‘ﬁisz‘i_ﬂu Finished product specification
mi’mmum’mﬁsquu Finished product specification
m’mmumuﬁiquu Finished product specification
m’mmumw‘ﬁlizﬂu Finished product specification

m’uﬁlmu@l’mﬁﬁqlu 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 hydrochioride

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

5. Extractable volume

@lﬁﬁ]mum&lﬁi:q‘lu Finished product specification

a

3.1.3 @199AUINBHANTI 2 §21 (Mixed solution) ABILAAINIIATID AT

1. Bacterial Endotoxins

NMT 0.50 EU/mL

2. Particulate matter (Particulate contamination)
-uw1a > 10 pm- Flaifis 25 symemL

-1 > 25 um Jlaifiu 3 aumaml

@329H U3yl Finished product specification

3. Sterility m’aﬁ]mumu‘ﬁiquu Finished product specification
G 0) N / ......................................... Usemuamenssunig
(ﬁ (WBININ FITTANIN) \\\\
(GRE12) e AN AT GEE) W SN AITNNNS

(Wwirlh yasmm)
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Wawnluduq
1. a‘i’ummwmzJLaﬂmsmﬂﬁ%’umézymifumgﬁuw‘iﬁumﬁaaﬁmﬂwluﬂszmﬁ'lm uazdued (declare)
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