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718NN 1 Amino acid, Glucose with Electrolytes and Vitamin B1 sterile

solution for Injection, 1000 ml

aadsznadsninauany st

Bamn Amino acid, Glucose with Electrolytes and Vitamin B1 sterile solution for Injection,

1000 ml

ananian-ly
1. Lﬂum‘smmsﬂﬁﬁmméa ﬁ']‘lﬁfﬂﬁ'ﬂ'}ﬂ\ﬂﬂﬂﬁﬂﬂﬁﬂ (Peripheral intravenous nutrition)
2. 1u 1 muuzussy Ustnaudas asazang 2 §au (chamber)
M (ua13azans Amino acid with electrolytes
dwfi 2 umsazans Glucose with electrolytes W&z Vitamin B1
m30em8l 1 MIULUIIIMAINEN (After mixing) B9 1000 mi UsznaLday
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
Sulfate 5 mEq
Acetate ( 16  mEq
Lactate ’ 20 mEq
Citrate 6 mEq
Phosphate 10  mmol
Zinc 5 pmol
Thaiamine 15 mg

v ¥

3. myuwzusyidunEen Wugewanadinuviadu 2 dau (chamber) uaziigafi)asnuuasuan
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auanvamanaia - (ld official luinduesurisues USP 35, BP 2013 FINMULNTINNY IFlunssa
AMUANBUIANZYBILN)

1. Upper Chamber Solution : Solution of Amino acid and Electrolytes

1. Identification

- Amino acids msai}ﬁ’lumuﬁ‘i‘;q‘lu Finished product specification
- Acetylcysteine miilmuwmﬁ‘s:q'lu Finished product specification
- Sodium Salt m‘nwi’mmuﬁfquu Finished product specification
- Potassium Salt m':mhumuﬁsxlﬂu Finished product specification
- Phosphate 7379 l:humu'ﬁ's:qlu 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 %w/iv
- L-Isoleucine 0.760 — 0.840 %w/v
- L-valine 0.760 — 0.840 %wiliv

- L-Lysine Hydrochloride

1.245 - 1.376 %wiv

- L-Threonine 0.542 — 0.599 %wlv
- L-Tryptophan 0.190 - 0.210 %wiv
- L-Methionine 0.371 - 0.410 %wlv
- Acetylcysteine 0.122 — 0.146 %w/iv

- L-Phenylalanine

0.665 — 0.735 %wiv

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

- L-Aspartic acid

- L-Glutamic acid

0.095 - 0.105 %wiv
0.095 - 0.105 %wiv

- Sodium 0.255 - 0.281 %wiv
- Potassium 0.143 — 0.158 %wliv %
- Phosphate 0.302 - 0.334 %wlv |
5. Extractable volume ' m‘ﬁm"mmu‘ﬁi:q’lu Finished product sp!eciﬂcation
A UszpuamenIINNTg
(WBtn3n  ITTUNTINY \‘\;
[CES 1) S S nIsuNIT
(wisuniad qudsssun) (WNENes nyawiani)
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2. Lower Chamber Solution : Solution of Glucose, Electrolytes and Vitamin B1

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

- Thiamine chloride ‘hydrochloride

a379 mumuﬁ's:q'lu Finished product specification
329 mAWTIszYlu Finished product specification
miﬁﬂdﬂumﬂuﬁitq'[u Finished product specification
mnmumuﬁszqh Finished product specification
mwmumuﬁszq'lu Finished product specification
mnmumu'ﬁszq‘lu Finished product specification
A529 mumu‘ﬁ"squu 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 10.178 — 11.250 %wlv
- Potassium 0.0451 — 0.0499 %wiv
- Calcium 0.0136 — 0.0150 %w/v
- Magnesium 0.00825 - 0.00911 %wiv
- Zinc 0.428 — 0.482 mg/L
- Chloride 0.0654 — 0.0722 %wiv

- Thiamine chloride hydrochioride

2.60 - 3.15 mg/L

5. Extractable volume

a329/maaTiazylu Finished product specification

] * £ 4
3. A17azauIiiaNaNNI 2 §21 (Mixed solution) ABIUEAINITAIID AI%

o

1. Bacterial Endotoxins

NMT 0.50 EU/mL

2. Particulate matter (Particulate contamination)
-wwe > 10 U Flifiv 25 aumemL

- >25 Um Tlifu 3 aumemL

a9 N"mmuﬁi:q'lu Finished product specification

3. Sterility

mmd‘mmuﬁszq’lu Finished product specification

(winunsad qudnssun)

nIuNIT

(WRFINTT MgIwiang)
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Sanludn 9
1.ﬁmmmwrhmanmsms'lsﬁ'uagrymi‘fumtﬂuus‘hé’nmnﬁm‘hwmﬂ'luﬂs:mﬂ'lm UazdIUAd (declare)
UNSINR® '
1.1 ‘Iuﬁm":ym?ifun:tﬂuuﬁﬁ'nm (n8.2 8.3 Ne.4 usuanTl)
1.1.1 lunsdifduindaludszndlng wangds no2
11.2 lunstﬁﬁl,ﬂumﬁwnTmﬁ'ammﬂamsq wueiy ne.3
1.1.3 1unsﬁiﬁt.ﬁumﬁ‘1L’wamnemﬂs,mﬂ wneie ned
1.2 ludwadunadouen ne.1 wia A1 VaILNTLAUITINN wsaamua'vtaﬂﬂwman'ﬁmuauﬂmmwmao
nRan Tt unztowly @ (finished product specification) nmmaus winwmadisuusauslnRagy
a*maau,uuLanmsmtmmwmumwaun‘”lm (8.5) ¥INWsDY finished product specification waz / ‘vﬁa’Drug
substance specification
2. LANAITUTRNATTIUNIHANEN
2.1 nsdngmaasanalng Nwa@maauammmwmwmaamsaammmumwammmwanmmm
'mmsm‘ﬂumswammmaansvmummimm (GMP %3a GMP/PICs) lununagnfitanainy
22 nfmmflumwummnmallszmﬂ Nnamawmmewmﬂv\uoaasusaammmummammmu
mmnmmaﬁmmﬁ‘lumswammmaaﬂumwwam %38 Certificate of pharmaceutical products
3. mmauamaotﬂumnmumﬂugwammathumv\mf.l (LERILBNINTTUTDY)
4, ﬁﬂtmmwdwmanmsqmé’nummmmﬁmuaﬂm
4.1 Namsmnﬁms’l:ﬁﬂmwwwﬁmﬁmﬁmaqﬁwﬁm (Certification of analysis) lums'uﬁa'atﬂud"zama
42 wamsmammﬁmvwmmwmnﬂu (Raw material) TaaatndraglsluntinGaen 1 NIVBIHANL Uae
Nwammnﬂumﬂmummnu ua%ﬂmummnummammm (LWRAILBNATTIUTEY)
5. @2881987
5.1 flaneman dasdsdaatieenatiey 3 Wiy uTIIU T Sududaunuuassneaidoaldasudan
muﬂmmﬂlumm anmuautAn ludradu
6. msﬂs.nuﬁgmmwmnawau (WFAABNAINITIUUTEAW)
6.1 mqmaqmﬁdwaum"ao‘hjﬁaﬂn'h 12 191 HLIINIUFINAL
6.2 mwmmﬁdwau wanIFIEFLwIMwIwlUT T IHEMIATIdIIaTE wmsunawawamwaw
6.3 'lunsmmmUﬂ’ﬁmsmmsaumamammwauLwaaamammﬁmammw WHIBIITNITIEYN
mqaasawamamouﬂmwmmmaoaommuanmummummUﬂ%msamnmmﬂm uwasiilweiufiaray
m'l.'nmv'lumsmammﬁmﬂmmw 1unsmﬂwu11m'lmﬂu'lﬂmuﬂmanuwmm* uswm.mmmmm‘n
Namlvmvlmemmuawaulﬂ"[sawmma laglifad13910la 9 nelu 30 muummun‘lmuummn
Tsawmmau,a,-uaaoauawﬂmuwmsmmsmuaﬂmmmnamaamnuua:/mawwam’lumma'lﬂ
6.4 mnm'*maowtﬂauummamlnav\mmu wsaLuammmﬂaauamwmuﬂs*ms’lﬂe] fiau fmua

(BITB) et e e, UezruaniznIsunig
(Wwindn gaTTnw)
4 J \"
[GEEL) N ATIUANT (GREL:) Y S nITUMS
(wsuniad qudns) (WWENINTT ngawiand)
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A
7. l@NE1IDUY
7.1 FUWMAMIHANMIANIIAMNAIAI8IEN (Stability data)

ad a ' v Ao . o o
711 Iuﬂim'ﬂu"(l:mﬂuﬂ'm"lu'mn‘ﬂ 2 ﬂ i]:ﬂE]\‘i&lmm"m”lwn"lﬂwﬂﬂ'ﬁﬁﬂﬂ"l Long term Stablllty AuN
4 o a a
Uulwul@ul“ﬂ:luﬂuﬂ"uquaﬂﬂ

Y4 Y . L Y ’ LY ad
7.1.2 lunsdldunadousnusiaandn 2 9 AABIENUININNLNANIANINAINUAINIVI AU
wudnlunsidousnaugas ua:'ld’%’umsmmu%’usauanmsmmjﬁé’wmwaou?ﬁ"n

wneme 81989910

1 = Requirement specification Ua3dwLLI
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<
NN 2

Dextrose 5% in sterile water Injection 50/100 mL

Malszmeassninauasizil

#amn

amasnianaly

Dextrose 5% in sterile water Injection 50/100 mL

J’ 1adal o el o/ = o
1. Lﬂuﬁ'l?ﬂ:ﬂ'lﬂﬂﬂﬁ'ﬂﬂﬂlfﬁa lﬁ 1&]”5 mmu&ﬂwwaamaaﬂm

2. ihznaueeden Dextrose 5% WA Twi3unas 50 mL uaz'lifi Antimicrobial agents Wusdmsenay @

a & a
3. Uiﬁﬁﬂuﬂ'\'ﬁ%:‘ﬂii? mmﬂswmnwauuuwm FANTYUN

suAnldaenatas 110 mL

@ e o P a '
4, ﬁ'm'm‘umﬁﬁ;nm‘i’ma:uuﬂﬁﬁu:uﬁ?ﬂH&INGU’] S:l.;‘ﬂaﬁ"]myﬂ’lw'l ﬁ'l%ﬂ‘i:

@100 ML & wsulsasauden ua:ﬁﬁiwaﬁw%’uussi

NaUMENIR LA NAILTY

IUKAN ‘J”ummmq Lamﬁwﬁmuaztawﬂztﬂuum{um"l’:”au'w&'ﬂmu gneamMIngasan

aa a (1)
amdgN VAN INALLa

Andniannaiia

USP 35

1. YSnadaaey

95.0 - 105.0% of the L.A. of Dextrose (CgH1206.H,0)

2. ldentification

AT

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units / g

4. pH 32-6.5
5. Particulate matter AT
- 8UNNYWIA > 10 pm L 6,000 8%MA/container
- aymMATWIA > 25 ym Wi 600 auMA/container
6. Heavy metals AT
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.25
8. Sterility ATITHIU
9. Volume in container AU

a v

nanuia

a

mé’wﬁﬁumﬁwamaqLﬁuﬂ.ﬁuﬁtﬁamﬁm‘ia‘lﬂajn'jn nsr‘i‘s'laiLﬁnum‘mm‘Lﬂu'lﬂmuﬂs:mﬁnszmummsmqm

P [V 4 PPN
(X123} 53‘].161’17!8'] 1%‘11%!11!618{17“%51‘” HNAMENITAMIYTEMaTIANLN

Bouludu 9

o : o F 4 - o & A ' o sooa
1. mtmmwmmaﬂmsmﬂmuagzyﬂmummﬂummmm aa'mmu‘luﬂs:mﬂvlmua:mum (declare) LARINA G

o o J — ° o °/ [} «
1.1 'lumﬂrymsmummnumsum (ne.2 /ne3/ne.4a URILANTTN)

1.1.1 lunsdidueniindeludsznalng RBi ne.2

aa CORR I | ' =
1.1.2 'l‘uﬂimmﬂumuﬁL?J’ll,waﬂ’ﬁuu\‘miiig nyend Np.3

11.3 lunsrﬁﬁtﬁummmhmnwi'mlszmﬂ WUBTN Nu.4

Wwwnsald qudisssun)

................................. nITUNIT

(WNEMIWET ngawiang)

uﬁ‘lfhl‘swm‘sﬁzqﬂﬁA17/2558




1.2 ludvedunsfouen no 1 w30 8.1 VoI MEueTIan WiauTILazLBuaRaTaN I ILA LA M WY B9
HAeNTLATUnz el (finished product specification) mmnamm’mmﬂﬁauuuﬂmurﬂLqumu

ﬂaauumanmsmtmmwmumﬂlauﬁ"l’u (81.5) & wau finished product specification Waz/m3b Drug

substance specification
2. LlaNMIIUTINATIURIHE AL

2.1 nsdifiennaalusanalng mm@mawmLunmwmwmaasmaammmummammmwamnmcn
1ﬁmmé‘ﬂumwammmaonrmwmmsmm (GMP %38 GMP/PICs) lunaaasiianay

2.2 nsd@miugingroindrsdsana Nwammammtmmwmuvsmaasusaommmumswammmu
mmnm‘mﬁmsnﬁ'lumwawmmaaﬂnmawuam W38 Certificate of pharmaceutical products
3. mmanamaotﬂumﬂummﬁuwwammawuwumnmﬂ (LEAIBNENTIUIDY)
4. SunmmwdiglanaIguaneaMETa I filaua T

4.1 Namsmm%mﬂ:vfﬂmmwN‘ﬁmﬁ'msrfmam”wﬁm (Certification of analysis) 'lums'uﬁﬁotﬁueﬁazho

4.2 WaMInTRIATIZRRUNWIAQAY (Raw material) VDITENFINTY nwamwammumuwamnn@u 3

\Ju LOT 137U da9uananani13nsIa Dextrose (C,H,,0,H, 0) it 2
_ amaanianvinaia UsP 35 , BP2013
1. ldentification test A3 AU
2. Color of solution Clear Clear
3. Specific rotation +52.6° to +53.2° +52.5° to +53.3°
4. Acidity AN ATIVHIU
5. Water - Hydrous form loses between 7.5% and 7.0 - 9.5%
’ 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 AU AU
12. Soluble starch,sulfites ATIVWIU - Sulphites : NMT 15 ppm

- Soluble starch : AT %

- Foreign sugars : #5394 %

13. Sulphated ash - NMT 0.1%

14. Lead - NMT 0.5 ppm
15. Calcium - NMT 200 ppm
16. Barium - ATIVU

nuwma 1. ma’ﬁﬁ'ﬁw‘ﬂwawa\maeLﬂuanumnummmalmm'] n':m'lumammuﬂLﬁu'[ﬂmuﬂrmﬁm*nnu*mmm

_—

t‘iﬂ\'l auﬁ’mm 1“1!%?']1]@GUW’W\I’Hﬂdﬂ%ﬂﬁ’&lﬂ’ﬁﬂi“ﬂ’mﬂﬂ’l ] !
] A 1o, 0 :
2. Namiﬂﬂaauqmmjmmommﬂ ﬂaam\saomnma‘mﬁwmwum el sm'l,v'fww:mﬂuﬂamummﬂmnmmi

DIRITURSEN nszm’:omm':mqm

@998) o /17/"""” ............ UssmMuAnEnTIUNT

(WeLnsn FITIUNIN) ) —
4
(m%a) ................................................. nIsuNT [CLi12) JTURUIIN. SO nysumI

o rs - a ',
wswwiad audssn) (WHEIWYT mgawiand)
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5. Aagden ,
5.1 Jlanasn1 Apsdaaiatisnatnatay 3 WU TI U] w.ﬂumLmuu,amﬂuauam‘lm‘mﬁm
munmnuﬂl‘ummaﬂmauumm'l,ﬂmmu
6. msﬂs:nuqmmwn'mawan
6.1 mumaomﬁdmauﬁaa‘hiﬁaﬂnh 12 i@au wunIuasnay
6.2 tMnIIAfFaY a:maaaomtmmwmy'lmusaowamwnmLﬂﬂ.ﬂﬂ'rsuﬂmuawaawwam
6.3 'lunmm'vsmﬂs'\'nm'smmsaumamw'mawamwamm'zmmﬁ:mmmw WIETITNTIEY
niRasasvedaatnae Tﬂamnua:maoaw'uwuanmummummﬂﬂﬂimsmmammﬂm wazilu
usunmaum'l"ﬁmu'lum‘sm’smmﬁzmmmw lunsmﬂwm'lm‘lmﬂuvlﬂmuﬂmannm.mm,
usa:mvmaammswnNam’lmwmmmsmuamau'lm"[sawmma Toe'lifiasnldasla 9 aelu 30 T
uummuw\'lmmmmn‘[ﬂwmma u.awaaamamﬁql.usuwmsm'm'mauaﬂmmmnm:ma;mrm
ua.,/mawwamuw] Tunsasaly
6.4 Qm’ma:mﬁmﬂawmmam‘lnﬁnmmq wialaiamandeusnindasysznisle 9 naurmua (14
wELaNAITTUUSEAY)
7. lansaug
7.1 lunsdidunadougnanuinnd 2 9 AssldmInwaeRan13Ainm Long term stability A A
udnlunsdougnuiuans uav'lmumsmmmmaatanm*mnwummwaausw
7.2 Wunsdidunsdougnunionnin 2 9 AADITEUUIN N U NAMIANIIAMUA IRV I ANT TN
vindalunadougnunuans ua‘*'lmumsaamumsaatanmsmnwummwaauww
8. MU msﬁmaoﬁlmmammmwmmmumaammmmsamummmuwamnmmammmﬁu (van.)
ijmunmummmuwawnmmama'mnﬁu (FW8.) NITNTHIATIANTIN (1mtammnsm) WAZNIH LA
m3susasguwIzLLINasgw 1SO (Wusaandnguns aen. uaz 1SO) mummaammusaoﬂmmwuam
nwmamnﬂussa"lumﬂgnw’mumm uszdsaanuivgly
9. ammw‘ﬂwamﬂmnmoaamﬂ.w Waunaduudadseanin axdashifdrenduaanan ua.ﬂ'lun;sao
AMNAAITIUMUATIET WIaMiIsnuaTIIeTMs i uaImITTms BTk g LURRTEL DGl R it
9.1 LivugAsenle 9 duden wiaemnadvialy
9.2 liflanudunn uazuneasianiugly
9.3 ﬁmumumwfiaqmﬁqﬁgo

naEug 81989910

1 = The United States Pharmacopeia 35
2 = British Pharmacopoeia 2013

o
CRET:) /(14..——— .................. UssmuAmiEnTINNIg
(Wiein3n ga3TumIn)
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8NN 3 Hydroxyethyl Starch (130/0.4) 6% W/V Parenteral solution for infusion, 500 mL

ANUSENAIINRIA auaTsIN

Zam Hydroxyethyl Starch (130/0.4) 6% W/V Parenteral solution for infusion, 500 mL

amasnianaly

1. iuasazasdnennds lo Wid dwmsunoadinaonidand

2. dsznaveaueien Hydroxyethyl Starch (MW 130,000 dalton, Molecule substitution ratio 0.4) 6% wjv

w8 Sodium chioride 0.9% wiv lu3u1as 500 mL

3. ussqlum'm:msa;mﬁﬂﬂﬁﬁmm’faﬁm%’u‘loﬁﬂ{nﬁm (Single dose)

4. aanmey - o dausznaudandeuaa LT Tunda 'S‘uz‘ivumq WwUiHAe uazaunz gL
Tadnwdanunussysioe
- UBUTRAMAEIEe aﬂaaﬁaué’aai:q%am dudsznavamedag anuuse i’u‘a’vumq

uaslafing®

o - fl v o, o & 2] )
Qm’ﬂ&lﬂﬁ"'l\‘llﬂﬁ%ﬂ (vl&l Official 'luma'nmﬁummaa USP 35, BP 2013 93AWeNIINNITY 1‘&1%?'1']7%6]7]'1

Qmé’nuwmmwaa &)

1. PRanadrendnegy 95.0 - 105.0 % L.A. of Hydroxyethyl Starch
MWwW130,000 (57.0 — 63.0 g/L)
95.0-105.0 % L.A. of Sodium (146.3 — 161.7 mmol/L)
95.0-105.0 % L.A. of Chloride (146.3 — 161.7 mmol/L)
2. ldentification o Gli’JﬁJmumuﬁizqiu Finished product specification
3. pH e 40-55
4, Sterility test @ m’m&humuﬁﬁ:q‘lu Finished product specification
5. Particulate matter @ m’a%&i’mmuﬁiquu Finished product specification
-awe > 10 um - Tlivin 25 eume/mL
-wie >25 um flifiu 3 eumeimL ,
6. Bacterial endotoxins/Pyrogen test @ mmmumuﬁiquu Finished product specification .
7. Inherent viscosity @ 0.130 - 0.170
(CET2) R M ...... k_’f . dezmuanenssunis

-
4 o \P«\
(BITBY oo e nITUNNT (BITBD) v B, .. NITUNT

wouwial au@sssun) (WNEMNTT mMyawiant)
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e : ve & - o o d o . s ‘oA
1.mtmmwmmanmimﬂmuagzym'uuw:mﬂumsumtw amvrma‘luﬂs:mﬂm LRSRILAY (declare) WARINA®

s XL, . .
1.1 luddgmaunadoudiiuen mo.2 ne.3 no.4 usuansol)

1.1.1 lunsdimduenfinfaludsanelng saneds ne.2

11.2 lunsrﬁﬁ'tﬂummLﬂ'ﬁtﬁammﬁoussq wunefis ne.3

1.1.3 lunsdiddusningrannenstszing nansiie no.4

o A‘ i ¥ = a @
1.2 lum'uamuml,ﬁ'ﬂum Ny.1 w38 9.1 vasenlanaan ‘Wia&ﬁ’]E_Iﬂ:LE\Uﬂﬂ’J'ﬂﬂﬂ"ﬁﬂ')UQNQmﬂ’l‘W'ﬂﬂd

a o 'y i . i a a
wianmreuAdunzifowl (finished product specification) nsdinagszninimafouudasudloiudy

ardaauBLIaNAIIEFUMINIWEINTVBUN 1y (8.5) 3 wTau finished product specification Uaz/m3a Drug

substance specification

2. LANATIUTBINIATFIUNTHENLN

21 nadifigmaalusamalng cjl’wamﬁ'aaﬁﬁ'nmmwrhwﬁ'aﬁaé"usaammﬁwumwammmuvm"rrmm‘rf

3§msﬁ€ﬂumw§muwams:mnmmsmqm (GMP %38 GMP/PICs) lunuiaenfilauatne

2.2 psdifidwenindromeindsang guiadsediunmuiemifeusesnasgumandamany

ﬁﬁ‘nmm‘rﬁ%miﬁﬁlumwﬁmﬂwaoﬂitmﬁ@.ﬂﬁm 738 Certificate of pharmaceutical products

3. piuadaadugnuivnduduiondadunudming (waasanasiusa)

4. ﬁ'ummwri'mLanmiqmﬁnﬁmmaamﬁmuaﬁm

4.1 WanmeanlleTERgMMwHRaA e IR (Certification of analysis) Tuenjuidadudaadng

4.2 WaNIATIAATERUMNIAYAL (Raw material) vadatndngilslunnia Navesudae

unzgnAmIagAuNuiwdsany ussiluiuderiuindiatnnas (wasenasilsed) daduFaInIsnTa

2 :
Hydroxyethyl Starch mu@)

AmaNlanImaiA BP 2013
1. Identification ATITHIU
2. Appearance of solution ATIINIU
3. pH 45-7.0
4. Absorbance NMT 0.025
5. Molecular weight (Mw) and molecular ATIU
distribution
6. C2/C6 ratio With in 20% of the norminal value

7. Molar substitution (MS)

0.05 - 2.4, and with in 8% of the norminal value

8. Ethylene glycol NMT 40 ppm
9. 2-Chloroethanol NMT 5 ppm
10. Ethylene oxide NMT 1 ppm
11. Sodium chloride NMT 0.1%
12. Heavy metals NMT 10 ppm
13. Loss on drying NMT 15.0%
14. Bacterial endotoxins NMT 2.5 1U/g

15. Microbial contamination

TAMC : acceptance criterion 107 CFU/g
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aalsenavIvinguanssih l

TYALIDY AN NHMLIANIURUTNYLaNFITNMTIATEITAMNIEN

0.9% WIV Sodium chloride Injection 5 mL

Hou1  0.9% WIV Sodium chloride Injection 5 mL

amaNtanaly

! 1l
1. (ussarapdsaganise & VL&INH

2. thsznaueiaenen Sodium chloride 0.9% WA luil5u1935 5 mL

& a o wge &
3. Uiﬁ?.l.%ﬂ’l‘ﬁu:‘lﬁiqﬂﬁaﬂﬂi"\ﬁt’ﬁaLLUUWG'\ﬁVIﬂﬁW“?U‘l'Eﬂﬁdlaﬂ’J
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4. Qa']ﬂﬂuuﬁ?ﬂm‘nfuﬂ:umqmuzuisqﬁa&]Naﬂ'] i:l!‘liamumuﬂ’mm a’luﬂs:ﬂauﬂ'«lquﬂmua:ﬂjﬁluuﬁﬂ

Funda Funuaany wanniauaziaanaioudiiueiatedaiau pINAaNINGAREN

AMFNTANIINAKA e
ANFNIANINATA USP 35 BP 2013
1. WS maendagy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test ATITHIU AT %
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 4.57.0 AN
5. Particulate matter ATIHI ATITHIU
-aw1a > 10 Um Tlaifn
6,000 aynfA/mL
-awa > 25 Um Fliiu
600 aunIR/mL
6. fron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATITHIN ATIHH
9. Volume in container ATINIU AT
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1. a%mmmwri'mLanmsmﬂﬁ%‘umg.my’mm;uml,ﬁuue'h%’umnﬁ‘ai‘hﬁﬁw’luﬂszmﬁvlwmm:a?’m.m (declére)
. UnEINEG
1.1 'luﬁ'lﬂ"rymsi‘lruﬂ:tﬁﬂw'iﬁ'um (8.2 / n8.3 / N4 ufudnse)
1.4 lunsdfidueindaludsanalng  wanofis ne2

1.1.2 'lunsriﬁtﬂumﬁ’lnT’uﬁ‘amsuﬂamsq nuBie ne.3

1.1.3 lunvdifidughidhanneodseme wanefis no4
1.2 lwéwetunzionen ne.1 wie 1.1 vasonfianasen WIBUWALBHARITENIATLANA TN INYI
niafianangunzdowly (finished product specification) ns:ﬁﬁagﬁwiwmstﬂﬁ'ﬂuuﬂamrﬂmLﬁ'm?m
AAIURVLENIITFUWINNTEMTVAUR 1 (v.5) NIN3aX finished product specification URZ/M3D Drug
substance specification

2. LBNENITUTAINIATTIUMTHRALN |

o i

2.1 nsdifienuaalwlsenalneg ArRadaslidumnmwdewiideTusaunaT UM IR AL aNATINIE
‘iﬁmsﬁﬁlumswammmams:‘nﬂammsmqm (GMP w38 GMP/PICs) lunuiaeniiauany

2.2 nsdfduensingreneressine KHiadasildumnmuiiomiiiesusesanasunisniasany
v\é'nLnmﬂ‘?ﬁmsﬁﬁlumm§e1m°ua\u_ls:mm§s4§m %38 Certificate of pharmaceutical products
3. mﬁltaua@TaoLﬂumﬁ'u‘%ﬁ’wLﬁuﬁnﬁw?mjumm‘immu (LRAILDNAITILTDY)
4. i%']mewdwmanmsqmé'num:maomﬁmuaﬁm

41 WaMIATIRIATIRRMNIHAASTTIYBIKHER (Certification of analysis) 'I,umsjuﬁi&ot.ﬂu@ﬁaaho

a “ A X o o & @ o a v a o
4.2 Namsmammﬂ:ﬁqmmmmqﬂu (Raw material) 28398228101 m’uaogmammua:cj&«am’mgﬂu B

1w LOT 1@eant Im'lu"amsw:ﬁquﬁumao Sodium chloride @BILAAINTIIATIINT AIR

o & (1).2).0)

anaNianvInaka USP 35 BP 2013

1. U‘immﬁ'ﬁmﬁﬁﬁ‘ty 99.0 - 105.0% of NaCl calculated on 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. Identification ATIY ATIWNU

3. Solubility - ATIIHIN

4. Appearance of solution AT AT

5. Acidity or alkalinity ATIWU ATITHIU

6. Bromides NMT 100 ppm NMT 100 ppm

7. Ferrocyanides AN AT

8. lodides ATIWU AT

9. Nitrites NMT 0.01 ppm AU

10. Phosphates NMT 25 ppm NMT 25 ppm

11. Sulphates NMT 200 ppm NMT 200 ppm

12. Aluminium NMT 0.2 ppm NMT 0.2 ppm

13. Arsenic NMT 1 ppm NMT 1 ppm

14. Barium AN AU

15. Iron NMT 2 ppm NMT 2 ppm

16. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm
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| Audanianamaile USP 3§ BP 2013
17. Heavy metals NMT 5 ppm NMT § pbm
18. Loss on drying NMT 0.5% NMT 0.5 %
19. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g |
20. Potassium NMT 500 ppm NMT 500 ppm ‘
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LRABNFNTTUUTZAN)
7. 1nETAU Y
7.1 lunsditunzifivueranannnin 2 9 axdasfldunmcnanansdinen Long term stability anaififin
Wudulunadousnanuaas uszldsumeasmususasenasnngiisunsvasniun
7.2 Wwnsdidunadougnantesni 2 9 ssdasfidumnaninonsmsinsananidivasnaudiin
vndulunzdouenauges uazldsumsasunasusasenansnngiisiunaasuivh
8. MTuUsTRAITlUIUTEINUMNANATTIUYBIMBULLT TN AT UNEA THTig AN TN (Wen.)
Tapdinnwanaspuniadieigammnssa (aua.) nsznvasgaannssu (Wuaamangiu) wasnsdlasy
MITUTRINUMNITUUINATFU ISO (‘lﬁuaﬂwa"ngmﬂ% wan. use 1SO) swnﬂﬁaoiﬂué’maaqmmwuam
Fwanaanfiussy livhu §Asmnusihe usssaasorugly

nangng : 8198990
1 = British pharmacopoeia 2013
2 = The United states Pharmacopeia 35
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'i'lsaxtﬁﬂﬂﬁmé’numzmwmmuﬁ’wLanmsmsﬁ'ﬂ%anﬁﬁ'mcﬁm
a2 A17/2558
78M15N 5 0.9% W/V Sodium chloride Injection 50/100 mL

massnMAINIRgUATIETR

$azn  0.9% WIV Sodium chloride Injection 50/100 mL

ananianaly
Lidusssemedsannda o lifld
2.U9znaudau@287 Sodium chioride 0.9%W/V ludSunas 50 mL
3.msﬁ;'lum’nu:ussgma"mﬂﬂm’fauuuwmaﬁn 2118 100 mL dmiuldaiaden  wazdfidiredmsy
nﬁqmw’i‘u‘af_mﬁaa 110 mL
4. amnuuussqﬁmfﬁua:uumw:msqﬁﬁuci'am s:q%amﬂ'nvjmom FIULSENa U@ AYUAZANNLT
TUnEa Tunuaany wafindaussisonsidoudriven odetaian gINAININGAREN

AMFNTANIINAKA e
ausaiAnamaia USP 35 BP 2013
1. Yy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AT a9 U
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 45.7.0 ATIHIU
5. Particulate matter ATIHTU AT

-awie > 10 um {aidiu
6,000 awMA/ML
-wie > 25 um Jlaifiu
600 m‘m'mlmL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 0.001% -
8. Sterility ATIIHIU ATITHIH
9. Volume in container ATIHIU ATIVAIU
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1. muanmmsenaImilasuaygnedunsiioudivaiedmihsludsamalnaouazduas (declare)
URSINR®
o a J ol 9 G L 1 ot
1.1 lwddgmrdunadoudsue me2 /ne3/no4 uauansl)
1.1 lunsdimduenindaludszinalng  wuods no2
112 ‘lunsn‘iﬁtﬂumﬁ'\LﬁﬁLﬁ'ammﬂamsq RuBHY Nu.3
1.1.3 lunsdinduoindrandlszine  wanefls no.4
1.2 lwswatunsfone no.1 wie o.1 vasefiauasen wsamma,mﬂﬂm*’uamsmuammmwmaa
naanTnufigunzidowly (finished product specification) mm‘nam*m‘mmnﬂauuuﬂaauﬁ”lm WL
WAL TENUINNELNITVBUN B (4.5) 4"W3DY finished product specification Waz/%3a Drug

substance specification ‘
|

2. 1ANANTIUTAINATTIUMTHAALN
2.1 psdifieudalwbsanalng griadasiidumnmwdiawiResusesanasgiunsniamenunaninoe
fi‘ﬁ'msﬁéﬂumwﬁ@mmaanszwsaammsmqm (GMP w32 GMP/PICs) lumanauiiiauasy
2.2 nsdidugingaeneosana griadaslidinmwineniiResusasunaspwnisnaaeany
mi'nmwvf’i%msﬁé‘ﬂumwﬁmmmaaﬂszmﬂcﬁ'wﬁm %38 Certificate of pharmaceutical products
3. mﬁtauaﬁauﬂumﬁu‘%ﬁﬂLﬂupjwﬁw?a;j'mm‘imﬂw (WRAILBNRITIVIBI)
4. FUNMNINBENEI RNV BITLEUETIAN

(2

4.1 NamsmsaﬁLﬂiﬁ*ﬁﬂmwwwﬁmﬁm‘rfmaw”wﬁm (Certification of analysis) lugnjufidaludaatng

a  w

4.2 HANNIATIAAMERAUMNTARAL (Raw material) 1assaedety mmaawwmmuamwammqﬁu
Fallu LOT 1dearu Tag

'lmmsw*wmn@umaa Sodium chloride #2ILRAINITATIIN ﬂ\‘ii{mm
AmANIANIsIMAiA USP 35 BP 2013
1. WSunmdaendaty 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis
2. Identification AU AU
3. Solubility - ATV
4. Appearance of solution AT AT
5. Acidity or alkalinity ATIWIU ATIWIU
6. Bromides NMT 100 ppm NMT 100 ppm
7. Ferrocyanides ATIWY @39
8. lodides ATIWU anru
9. Nitrites NMT 0.01 ppm ATIHU
10. Phosphates NMT 25 ppm NMT 25 ppm
11. Sulphates NMT 200 ppm NMT 200 ppm
12. Aluminium NMT 0.2 ppm . NMT 0.2 ppm
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 amdnianmenaia USP 35 BP 2013
13. Arsenic NMT 1 ppm NMT 1 ppm
14. Barium ATIHIU AT
15. iron NMT 2 ppm NMT 2 ppm
16. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm
17. Heavy metals NMT 5 ppm NMT 5 ppm
18. Loss on drying NMT 0.5% NMT 0.5 %
19. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g
20. Potassium NMT 500 ppm NMT 500 ppm
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2 = The United states Pharmacopeia 35

A
(m%a) ................................................. nITUNTT (12 OO nNITNNTI
Q- o a Qs L4
(wouwiad Qudssan) (WIWEMWTT  Nggandant)

wifiamunsiisyaniatzzsss



ﬂaaztﬁﬂﬂqmﬁ NHMZIANITURLNIYLENEIINIIIND BB A
1w A17/2558

8NN 6 0.9% W/V Sodium chloride Injection 100 mL

muﬂszmﬁ%‘m"fﬁquaﬂﬁmﬁ

Zomn  0.9% W/V Sodium chloride Injection 100 mL

AmaNIeNna
! 1684
1.dumsazaodrange o Lifd
2 lussazansdSanas 100 mL Usznausedasn Sodium chloride 0.9% WAV

s o

3.ussq‘lum°nu:msﬁ;mﬁﬂﬂﬂm‘ﬁrauuuwmaﬁnﬁmi’uwﬂ%tﬁm UazMTUEUITRBIIN I MILYTIIEN
Wwatakay 80 mL

4.-nmnuumsagn"mfrfua:uumwuzmsqﬁé’uv'i'am s:iﬁams]'zymom fndsznaudisAayuazANULT
luriae mOsmol/L Funfa Wnuaany wuiindauazawnsdoudiuen Y atnevaiou gINABNINGAREN

- 1),(2
amaniamanana

auaianImaia USP 35 BP2013

1. Punmdaeday

95.0 - 105.0% of the LA. of NaCl

95.0 - 105.0% of the LA. of NaCi

2. |dentification test

ATV

ATIWH

3. Bacterial endotoxins

NMT 0.5 USP EU/mL

NMT 0.25 IU/mL

4. pH 4570 AU

5. Particulate matter AU AT
-awa > 10 um Flaifiu
6,000 ayna/mL

-awia > 25 um- Flailfin
600 aunN/mL -

6. Iron NMT 2 ppm -

7. Heavy metals NMT 0.001% -
8. Sterility ATIVIN ATIIU
9. Volume in container ATV ‘ ATIWH
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1. ﬂ‘immel"'amé'lé‘ry 99.0 - 105.0% of NaCl calculated on | 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. ldentification ATIHU AU
3. Solubility - ATV
4. Appearance of solution AT AU
5. Acidity or alkalinity AT ATIINIU
6. Bromides NMT 100 ppm NMT 100 ppm
7. Ferrocyanides AU AT
8. lodides ATIVIU ATITHIU
9. Nitrites NMT 0.01 ppm ATV
10. Phosphates NMT 25 ppm NMT 25 ppm
11. Sulphates NMT 200 ppm NMT 200 ppm i
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ansuiRnInaiia " USP 35 BP 2013 Z
12. Aluminium NMT 0.2 ppm NMT 0.2 ppm
13. Arsenic NMT 1 ppm NMT 1 ppm
14. Barium AU ATITHIU “
15. fron NMT 2 ppm NMT 2 ppm
16. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm
17. Heavy metals NMT 5 ppm NMT 5 ppm
18. Loss on drying NMT 0.5% NMT 0.5 %
19. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 {U/g
20. Potassium NMT 500 ppm NMT 500 ppm

wWME 1. Inspdufilaaeidaaduatuffsumiinielrini nszﬁ‘l&hﬁumﬂm@iLﬂu'l,ﬂmuﬂszmﬂnssmummsmgu

A o ad o aa
LI 5:1!@]'17']{!'1 1W‘IJHY‘IUG]‘§FJW‘W|)"Bﬂdﬂmﬂi‘iuﬂ'ﬁﬂ?zﬂ')ﬂﬂﬂ’]ﬂ’]
a v v o a & o as o w 4w . o
2. Nan'lsvmaauqmauﬁ‘ﬁmamﬂuﬂ AavgnNBinnngrdTual@enny ‘lixﬂﬂilﬂ‘ﬂ:k‘ﬁﬂuﬂﬂﬁ']uﬂ\‘l'luﬂm:ﬂﬁunﬂi
DIRTURTEN ni:‘n'nammstuqﬂ

5. @298198n

s & '

Y ' v ’ a o a - >
5.1 ;dl»auﬂﬂﬂ‘] d’ada\]@]?aﬂqdﬂ’lﬂﬂ’muaﬂ 3 ﬂu’wlﬁi‘i‘mm‘ﬁ‘ ‘INLﬁu@nLLnuuﬁﬂ\?ﬂﬂa:Laﬁﬂvl@{ﬂmnju

aanfnua luitan uwantan L

q

6. msﬂszﬁ'uqmmwmﬁdwau

6.1 mqmaumﬁdauauﬁaﬂﬂﬁaﬂn’h 12 \@au HUINIUFINBY

6.2 pMNNANFINEY ﬂ:m’aoa’aa”nmmwn’nalu%’usamammnﬁms’u:ﬁmjuﬁa’mawménﬁm

6.3 lunsdinnia ENTNIIINITFUAIDEILTNFINDLLWD a'omaﬁmﬂ:ﬁqmmw RUIBBNNTIYN

AiIRDTaIvaM 8L Tﬂmjmm:ﬁaof&omtﬁuﬁnmm‘i’mauﬁummwm?mmaﬁmﬂ:ﬁ wazidu
;‘{i‘uﬁmauﬁﬂ%ﬁhulumsmw?msw:ﬁqmmw 1unszﬁﬁwui1m'lahﬂu'l.ﬂmuqmé’nwm:mm:
a o o o T TS L4 e ' A o o
uismizdanhejuiindalmifidhanasgussssulilsinenng laglifesldinsla 9 molu 30
HUINIUN 1asuudInnlsaneus u,a:’uam’auﬁn%‘l;i%’uﬁmsm’m’mauaﬂmmoﬁndwwaec‘{m’m
A v oa & & .
uazmIagnaaiu g luasadaly

o [ o o % o 4 v : ° v
6.4 H'ﬂ'\ﬂﬂ:@]a\'ﬁlllﬂﬂﬂuﬂ']l,llaﬂ'ﬂﬂaﬂuﬂﬂ']q ﬂiﬂlllﬂlﬂﬂﬂ’ﬁlaﬂuaﬂ'\“ﬂﬂ')Ulh:fni‘lﬂ g NaWNINUA (‘lﬁ

URAILANFNIITUUTENW)

-
7. LANRIDUY)

! o4 + al o 13 o, d
7.1 lwnsdldunzifowenunainnin 2 9 axdaadidnuinwdnonansdns Long term stability aaififiu

Radulunsidanenuiuaas ua:‘lﬁ%'un’lsaamu{usaatanmsmmj"ﬁz‘hmwaau%ﬁ'n

X @ . P , o i
7.2 1uﬂ5ﬂmuﬂ:lﬁﬂuﬂju’1uaﬂﬂ?1 2 ﬂ ﬁ]zq‘fﬂ\u.la’“u’]ﬂ'lwn'lfJNaﬂ'ﬁaﬂE’]ﬂ?’?uﬂﬂ@n'ﬂaﬂﬂ’l@\’luﬁﬂu

dnlunsidouenuuaad uaz‘lﬁ%’umsaomufnsaaganmsawné’ﬁéwu1amaau‘%ﬁ'ﬂ

(WILININ FITITWNIN)

] P
(GRL L) U nIIUNS (au'ﬁa)...................\h.\.. ............. NSNS

Wisuniail audissu) (WHEMWTS ngaudant)

wifiamensieyana17/2558



8. m'ﬁwmswawlususaaﬂmmwmmmwaam%mussamummmuwaﬂnmmam’mnim (wan.)

Tﬂumunmummmuwamnmmama'mnsw (F¥8.) N3TNTNYARINNTIY ('lmammnmu) waznsdlasy
MITUTBINUMHTTUUANATFIM ISO (Wuzmamdngrurta wen. uaz 1SO) smmmoiﬂmusammwwuam
ﬂwmaﬂnnusﬂ‘lumﬂgnsmnumm uszuaaanoiugled

9. '«Jnmoﬁ'l'mam.ﬂuanmammmm Waunaduudrdseanan szdadhifirendusanan umﬁ'lnsmammmw

MATPUNITI WamhnnuannTianeiuesmenInag 2y anenssinsniqumnia dail
9.1 livihfAsenla g Ahen wiemmedvialy

9.2 lifienuduiy uaztlaaasianugls
9.3 ﬁmmﬂumusiaqmuqﬁga

RaNIng : 679899

1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013

............................................... Uz FuATIENITUNNT
(WIn3n  FITIUNIN)

4
.......................................... nITUNTT (9%0).....
wsuniad qudssun)

~NTINMT
(WNFMNYT Mmawianl)

wirflamunisieyaiiat7i2sss



Qs R g Q
aaud ﬂnqmanumz l%ﬂ'l&:u%llﬁ"]ﬂ NAITNTINTD l']‘b'ﬂmﬂfﬂl'l
|
lazn A17/2558

31890150 7 Sterile water for Irrigation 1,000 mL

muﬂszmﬁé’aw‘i’mqumwmﬁ

%azn Sterile water for Irrigation 1,000 mL

AmaNian
v ¥ -
1. iwhdnene s lidsd
vl.nl a .. . A oA ) (1)
2. LIANSLay®1s Antimicrobial agent n3aa3au g duaulsznay
a a o a 2 & v [V a (1
3. ussaq'lum‘m:ussq%uﬂwa'lamn mmn'hmmﬁﬂ'ﬂmaammu’lumaanmnm’ﬁuzussﬁgvlﬂamaﬂam( )
A o . o o [ i A 0
4. anNIEYTaMUYIIST SHudTnaunn@maguaca L Funieey wufinde inansdoudiium
« .. o ' o ) a . Y A
WAz “not for injection "lra"ama’mwuuumsqnmfn‘ uazasINUuMTUIYIatkesdasyTemia
dutsznaudmddguasanuLs nueany uaziaiinge

ananiamunaia Y
AMENLANIINARA USP 35 BP 2013

1. Bacterial endotoxins NMT 0.25 EU / mL NMT 0.25 U / mL
2. Sterility ATIIHNN ATIVHIU

3. Water conductivity ATITHU ATIVHIY

4. Oxidizable substances ATIVH ATIVHI

5. pH . ATIEU AU

6. Particulate matter ATIVNU ATV
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