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3980150 1  Dextrose 5% W/V in Sodium chloride 0.45% W/V injection 1,000 mL
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1.3as1 Dextrose 5% W/V in Sodium chloride 0.45% W/V injection 1,000 mL

2. ansaaTana b
2.1 3uuuy HumsszasUnennidas 1 WiF swsvdadmaaaifaad
22 gudszney  Usznaudiueaen Dextrose 5% WIV Laz Sodium chioride 0.45% WV U3u1@s 1,000 mb
wae sl antimicrobial agents iugudsznay
2.3 MUY ussaﬂummuzusiqmﬁﬂﬂﬂm%aLLuuwmaﬁnﬁm?uWﬂ%Lﬁm WaTMITUTUTTIND
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3.1 Finish product specification"”

o emmnianoneda R e . BP2O13

1. S maadagy 95.0 - 105.0% LA. of Dextrose 95.0 - 105.0% LA. of Dextrose
95.0 - 105.0% LA. of Sodium chloride 95.0 - 105.0% LA. of Sodium chloride

2. Identification ATIIHG AT

3. Bacterial endotoxins NMT 10.0 USP Endotoxin Units per g of NMT 0.25 IU per mL
dextrose

4. pH 32-65 35-65

5. Limit of 5-hydroxymethylfurfural and NMT 0.256 NMT 0.25

related substances
6. Sterility ATITHIN AT
7. Particulate matter ATIVHU AN

-awie > 10 pum lifin 25 euma/mL
-awi@ > 25 um Mifin 3 aume/ml

8. Volume in container AW AT

= .
\P\ (WlauaNt I9az)
l'd
. 4 (
(89%0) NIINNT (89%a) ar“'q“ .................. nNITNMSI

WWEIWES migawiani) (WIITTUNT  TAUIIHE)

wiaiiEmsi1 4a7iB25/2561



3.2 Drug substance specification

3.2.1 Dextrose (CSHuOG'HZO)H)’(Z)

- AakENTANIIMARe USP 38 BP 2013

1. Identification test ATIHU ATIAHIN
2. Color of solution Clear Clear
3. Specific rotation +52.6° to +53.2° +52.5° to +53.3°
4. Acidity ATITHIN ATIHU
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 pg/g NMT 1 ppm
10. Heavy metal NMT 5 ug/g -
11. Dextrin AT ATITHIW
12. Soluble starch, sulfites ATV - Sulfites : NMT 15 ppm

- Soluble starch : A333H W

- Foreign sugars : #3723614

13. Sulfated ash - NMT 0.1%

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

3.2.2 Sodium chloride'"*

amaNLAMInaRA USP 38 BP 2013 , :
1. ﬂ?mmﬁ’améﬂﬁ:y 99.0% - 100.5% of NaCl (on dried basis) 99.0% - 105.0% of NaCl (on dried basis)
2. Identification ATIHN ATV
3. Appearance of solution Clear and colorless Clear and colorless
4, Acidity or alkalinity AT ATIWIN
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides AT ATIINN
7. lodides ATIVHN AT
8. Nitrites NMT 0.01 ATIN
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm

RS 1) N, AU Yszmuamenssunis
(WBRUGTE T00e)
_
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3.2.2 Sodium chloride™? (sia)

AMANUANIIINATLA USP 38 ‘ BP 2013
13. Barium AT ATIY
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 1U/g
19. Potassium NMT 500 ppm NMT 500 ppm

MAHMa 1. natiRaansdouudims iu waive) msnTaseLiienzrmemile Wuusasonsmar npuoﬁnénﬁ‘lﬁ%’uag%ﬁm
2. Drug substance specification ﬁmim’l%’lﬂlﬂ"imi’l:ﬁ’umﬂs WA® drug substance WIalUATEN drug substance 84
Andasdusagl atuleatunile %aﬁm‘imuﬁmﬂ:ﬁmunnﬁﬁaﬁﬁmm
3. nsdiqusuiEnuinaiiavessniedagiu fdedslwnsudive udmiareliensivesdisuanalbaseiy
WRsEsUMaAlsnuaLsE e 1 51\15\3mé’mh%“uﬁ‘l%ajnjwﬂszmﬂns:mwmmsm@ S04 sz
W.¢1. 2556 vﬁa51050@134Lné‘uﬁﬁuuanmﬂamn‘i.l's:mﬂn's:mwmmsngm WaliAamsuei ‘lﬁi‘fun”uqaﬂﬁﬁa
YdamenIINNMIUENIaNaN

]
A

P

Wawludu q

o 1 Qv J o Qe $ o ] o
1. mmewmmanmsms‘lmuagzywwml,ﬁﬂumiuU']Lﬁaauwmu'l,uﬂs:mﬂvlm uazduad (declare)
WARINER

o Q. A/ =1 o Qv L% ] =

1.1 lugagmstunzfoudiiue (mo.2 ne.3 ne.4 usuansil)

1.1.1 lwnsdindusnfindeludsanalng nunude no.2

A a ° v A ' =2
11.2 luﬂsmmi‘]ummmmwammmmsag BUNLRs ne.3
1.1.3 lunsdiidusnhdhandsdssma waneds ne.4

12 ludwetunalowen ne.1/e.1 vasenfiteuemien wWionTaz8UARITENINILANA N TWYBINRAr U
mwﬁmgmuﬁw (finished product specification) LLaxﬁaﬁﬂﬂu@anﬁwmad'ﬁ'ﬂqau (drug substance
specification) nsrﬁﬁay;s:'miwamsmﬁinmmamﬂmL'ﬁ'mau rdpsunuienaT@umIMNateMIvaLtla (8.5)
NINTBY finished product specification URZ/NID Drug substance specification lagvaun lunawiudszne
Uszmenandidnnsafing uazlainiu 2 § o Judszmeadszmenendidnnsafing
2. 1INAITUTDINATFIRNTHAA N

21 nsdngwdalusznalng Q’w?mGTaoﬁLanmﬁmmmmgmmswﬁmU'wnmé'nmmsrfu,aﬁﬁnwﬁﬁ‘lu
NIWARLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taowsiipau PIC/S participating authorities
w3a flanassusssnaIgumIniammundninusiuazisnmsfalunmiasivesdinauanznsums
DIMITURLLT NTENTIENTITUED Fatmuadulasfanuseandasussriafisuiunaninmaiuaz3inisialu
nswdazn PIC/S Tunuiaefiiauasns atvargaausauntasesevlasiinansiusasiivindszma
Usznmanadilannsefing

(Wplaunnd Iaaz)
(a9%a) \}'\ NITNMS (397a) oroa

................................................. ATTUNTS
(WHFINS nyawdant) (WIHITTANT TNULI9E)

WA qﬁﬁ82512561



2.2 nsdfdugningoneroysane HHAAdaIllaNMITUIRINATIUMIHAALIURATIN AT LSE
afmiﬁﬁlumswﬁmm GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taswiiean
PIC/S participating authorities audga ausaunisaraseulasdnanissusasiiviudszmeysznianm
Bldnnseiind wisenyaaaadn usudnsd
3. Lanm'sqmmwmaamﬁtauaﬂm (Fnwinnang)

3.1 wannIandleneiamwHEanurisnduTazUveagnia (Certification of analysis of Finished product) 1w
m;’uﬁdmﬂmﬁafho

3.2 HAMIATIVNATRWAUNMINIAYALBITIENEIATY (Certification of analysis of Drug substance) llu
mswammjuﬁdaLﬂué”samwﬁ’uaa@wﬁmwua:@wﬁ@f@]qﬁu

3.3 lnmInlanangmiiudunnuduwussznisiuniniavesiagAuvesaasndiety (Drug substance)

7o 3.2 fujumInEnvasnaaimeiondusagy (Finished product) 7 3.1

3.4 luns@idunsfougunannni 2 9 ssdoeflfuunnWinuRNan3dnEn Long term stability anafidn
wadnlunsfousanusas Lm:"l,eﬁ’umsmmu%maoLanaﬁmn;‘?ﬁé’wmwmﬁﬁﬂ

3.5 lunsdidunzfonenaunioan 2 9 sxdasiidsnawionamsdnsanunidavesnauis
wiadnlunsfouenanuses wazldTumsaswuiusasenansnngiidunnaasniun
4. @188198

4.1 flauanen dosdaeiatvnagies 3 wipUTTA Fududunuusasnoandoaldasudiu
muﬁﬁmuduﬁ‘rﬁ’aqmauﬂ‘&ﬁﬂﬂi’méfu
5. msﬂs:ﬁuqmmwmﬁdwau (w@agtanaIN13TuLsENW)

5.1 mﬁdwauﬁaoﬁmqlﬂ@“lﬁﬁayndw 1 9 duanTudsney

5.2 mnm’mﬁﬁwau ﬁ]:éfmaqénmewmU'Lu%'maaNamsmm"‘aLﬂswzﬁywéuﬁdauau

53 nstﬁﬁ%uwswmiﬁﬁmse@é‘mahamﬁdwamﬁ’admmaﬁmﬂ:ﬁqmmw RUIBTITINTILYIN AR

fasvaniatng I@m\‘fm Ua:ﬁaodamLﬁuﬁﬂmm‘)’wmuﬁ%mmwnwsdamaﬁmsw:ﬁua:Lﬁu;ﬁ’uﬁmau
ﬁiﬂ’ﬁﬁhﬂﬁlﬁm'zTao'Lun’ﬁm'Jﬁmﬁ:ﬁqm,mw nsrﬁ‘ﬁwud’]mhhﬂﬂﬂmuqmé’nwm:mww: Wiy TNV
§9uEN 3 LS URNTINMSLERETIANESINE TR ;jmmmzm?a;gwﬁm'luﬂ%@iavlﬂ
5.4 ;‘Jl"mmm"aﬁuLﬂsyuzj’nﬁamlna”m@mq wiaflaifiamafensnndratszmslag neuwrwualaslaid
Gouly
6. fiawanan (fune) Bnsenlienidndnandanasuimua doil

6.1 ndinamsguaselensieniinnnsuinmmaasnausndlidulmuunespudeimua

6.2 nsﬂwﬁmﬁ'wﬁm’ﬁﬁ@ﬁgnﬁ'zml.ﬁuﬁumnﬁ geamalagdninnuannITIMIaTLazen lugnmves
fynnezdaszany

6.3 nszﬁwuﬂwzqummwmﬂwﬁmﬁ’wﬁﬁmadma@iaﬂs:ﬁ*‘n%maua:mwﬂaa@uﬁ'miaﬂ'ﬂwﬁvlﬁ{um
7. m’nmwmwaamuﬁﬂ%vl,&i%”uﬁmsmwﬁmﬁmsﬁmﬁﬁﬁszﬁgnL‘%ﬂmﬁuﬁuiﬂUﬁﬁﬁnmuﬂmznswms
amsuazenluszaza 1 ddewiudseneadsemanandidnnsefing

\ (WBENTE 300)
(m%a) DN o 7 A

.................. eeeeeeeseesessesrsseneen, NTINNT (GEE2) <A b V[ L b
(WWENINTS Mgawianl) (WIITTUNT UE9H)

w4 qﬁﬁ82512561



8. myurusTydalluiusasgumminaIIuTasn UL IURAadseTgamunIsy (uen) T
fminnuInaspIuKiasiuyigasmnay (sue.) naznTsgaaunssy (Wusamangu) usznsdildsy
M3SUTInMMNTTLLINAIEI ISO (IWugaemangurie wen. uwaz 1SO) 5auﬂsaﬁaoﬁ1u§'usammmw
me’hwmaﬁnﬁmsq"[&iﬁﬂﬁﬁ%mn”uﬁﬂm waztlaaariuiugld

9. fgnmamﬁﬁamﬂugnmoﬁomﬁzﬁ Waunaduudafsaanun sedaslidihondussnin uasdluiuses

AUNNANATTIUMNITIET WEERHIBNUATITINTIERIBINNIT1TMS T2y InpaInaadnmaadd sail

9.1 lirFAsenlag ruhen wiessadivialy
9.2 liflenuduiiy uszdasasoriugls
9.3 Hanununusagmunnigs

RABIAG : 81989910
1 = The United states Pharmacopeia 38

2 = British pharmacopoeia 2013

e
(89%8) Uszmuamenssung
-
. , ' a0 N
(89%F0) ............ \\ ........................ nITUMS Gk 12) N U ATINMS
(WHENINET nyawdaint) (WIITINT TULI9N)

winsenii qﬁﬁ325/2561



Qu Qo J Qo
1 zlazl.ﬁ amqmanumxmwﬁumuﬁ"lmanmsmsamsanﬁnmfrfm
La2N B25 /2561

180190 2 Dextrose 5% WIV in sterile water injection 100 mL
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1.7a81 Dextrose 5% W/V in sterile water injection 100 mL

2. amanana

2.1 3iluuy Wusnsazanedseanida 1a WHF dmiuiadmasaiiand

22 sawdsznay  Ustnaudiedasn Dextrose 5%WA ludnd5anas 100 mL waz'laifl Antimicrobial agents
Wuswdsznay

2.3 MIULVIN msglum%uzussa;mﬁ@\ﬂﬁﬂmnL%al,muwmaﬁnﬁw{u‘l’ﬁﬂ%«ﬁ TP WATNITULUTTY
ﬁaaﬁﬁdwﬁm%’ums?mﬁwatmﬁaﬂ 80 mL
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3.1 Finish product specificationm

AmMANLAIMATA : : USP38
1. USinouarendnagy 95.0 - 105.0% of the L.A. of Dextrose
(CeH1206.H,0)

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

- ARNNATUIN > 10 ym vL&iLﬁu 6,000 agnﬁﬂ/container

- 9uMATWIA > 25 pm lailfiu 600 ayma/container
6. Heavy metals AT
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.25
8. Sterility ATIINH
9. Volume in container ATIINN
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3.2 Drug substance specification

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

. qmami‘éinwmhﬁd = T | T USP38 —

1. Identification test ATIHIY

2. Color of solution Clear

3. Specific rotation +52.6° to +53.2°

4. Acidity ATITHIL

5. Water - Hydrous form loses between 7.5% and 9.5% of its weight
- Anhydrous form loses NMT 0.5% of its weight

6. Residue on ignition NMT 0.1%

7. Chloride NMT 0.018%

8. Sulfate NMT 0.025%

9. Arsenic NMT 1 ppm

10. Heavy metal NMT 5 ppm

11. Dextrin AT

12. Soluble starch,sulfites ATIINIW
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378n1571 3 Dextrose 5% in sterile water injection 50 mL

aalsENAIININGUATILEI

1.8087  Dextrose 5% in sterile water injection 50 mL

2. amanianaly
J v I o @ o L% - o
2.1 3uuy Wusmsszaeusaandge la WlE s wsudadvaaaiiandd
2.2 udsznay  Usznaudleaapn Dextrose 5% WV TulSunas 50 mL/MTUSUIIY waz'lidl Antimicrobial
) 1
agents \udutsznay
=t A’ a o Q' L4 0‘; = H 0 o Qs
2.3 MYUUIN US?QIWTM%:USSQEl'l%@lﬂi’lﬂ’il’lﬂL‘ﬁElLLU‘lemﬁ@m gniuldasadun wasdninedniy
usTap A ldaenaas 110 mL |
o oo o A ) v o @
2.4 287N uuussagnmfﬁ WREMTUUTITNRUNEEN Sz Taen FIUUINIUAIELNFINTY UASANLT

Tuniiny mOsmol/L Tunaa ’Yummmgj wannsauazaansidoudsusn agstaian

3. AmaANLGNIMARA

Nﬂﬂﬁiﬂiﬁ%%LﬂiﬁzﬁQ mmwn,ﬂu"l,ﬂ #14 Finished product specification 82 Drug substance specification ‘7{5”1050
nnndrdsatudstu Soldenadoudadiinauamznstunmsamisuazen NIENINIITNIHGY s
ingsinsuflsdededasduativfideurimielninhunaspwndsiiuladiunis ewdszniansne
BTG 509 SEYATIEN W.4.2556 89TUA 11 LB W.71.2556 (aaﬂszmﬂluswﬁamwmwﬁuﬁ 10

o = 1 I G/J Qs an
figwiew 2556) nsnﬂmﬁwLm‘lmunuqaUwuwaoﬂm:nsswmsﬂi:mmwmm

3.1 Finish product specification“’

Test item : : USSP 38 i
1. ﬂ?mmﬁ"amﬁ’ﬁty 95.0 — 105.0% of the L.A. of Dextrose (C¢H;,04.H,0)
2. ldentification ATIHIN
3. Bacterial endotoxins NMT 10.0 USP Endotoxin Units / ¢
4. pH 32-65
5. Particulate matter ATIU

- ayMATWIA > 10 pm laiifin 6,000aun/container
- aMAIWIA > 25 pm Laiifin 600 ayma/container

6. Heavy metals AT
7. Limit of 5-hydroxymethylfurfural and related NMT 0.25
substances

8. Sterility ATIHIH
9. Volume in container ATIAHIY
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3.2 Drug substance specification : Dextrose (CeHﬂOs.HZO)"’

Testltem usP3s
1. |dentification test ATIIH |
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity AT
5. Water - Hydrous form : 7.5% and 9.5%

- Anhydrous form : NMT 0.5%

6. Residue on ignition NMT 0.1%
7. Chloride NMT 0.018%
8. Sulfate NMT 0.025%
9. Arsenic NMT 1 pgl/g
10. Heavy metal NMT 5 pglg
11. Dextrin ATIW U
12. Soluble starch, sulfites ATITHN
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4 , . L
318NN 4 Dextrose 5% W/V in sterile water injection 250 mL

muﬂs:mﬁé’mi’mquaswmﬁ

1.Basn  Dextrose 5% W/V in sterile water injection 250 mL

2. amanianaly

2.1 uuy WuasazauUnannde la WEE fFMTuAaTnaeaiaadn

22 dmdsznay  Usznaudandaen Dextrose 5%WA luiindSunas 250 mL wazls Antimicrobial agents
Wududsznay

2.3 MTULUIN msa‘lummvussammﬂﬁﬂmnmmmuwmamnmmu’[mmomm WM BULLITIY
mawﬂ’mmmuussaamwuamouau 80 mL

2.4 2870 uuussqnmmLLavmmwssgmuuam szlynam fmilsznaudmdag uazANNLT
luniiag mOsmol/l Funaa unuaany wafindauaziaansoudniuenothetaey

3. AMENUANINARA

Nan’ﬁm’m?l,ﬂi’r”ﬁﬂmmwx,‘ﬂuvlﬂmu Finished product specification Wwaz Drug substance specificatlon 'ﬁ
899NN FTGTUAL LRI mvlmcﬂmmyuﬂamunmuﬂmmisumsmmmaum NIENTWATITUFY mu
Lna‘ﬁmm“n’l’ﬁmoamaoLﬂuaUU‘nmﬂum’mml%&Jm’1;J’Wliﬁ”ml,naﬁm’lsulmrﬁu%m AUUTZNIANTENTI
ST UFY 509 sz‘umﬂm W.91.2556 897U 11 BN W.71.2556 (mﬂsymﬂlus’l'ﬁnaﬁnumnmmﬂ 10 unmﬂu
2556) nim"lumuumﬂv\wnumuwuwammmssumsﬂrmmwmm

3.1 Finish product specification“’

amaNtanmaia RFER NS GO USP38 L
1. PInmdndany 95.0 - 105. 0% of the LA of Dextrose
(CeH1206.H,0)

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

- a¥MATWIA > 10 pm lailfiu 6,000 a1@/container

- DRMAYUIR > 25 pm livfiu 600 ayn1n/container
6. Heavy metals ATIVHU
7. Limit of 5-hydroxymethyifurfural and related substances NMT 0.25
8. Sterility AT
9. Volume in container ATIVH

, (WBaugNg Inaz)
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3.2 Drug substance specification

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

, qaanlimanaia USP 38

1. identification test AT

2. Color of solution Clear

3. Specific rotation +52.6° to +53.2°

4. Acidity ATITHIN

5. Water - Hydrous form loses between 7.5% and 9.5% of its weight
- Anhydrous form loses NMT 0.5% of its weight

6. Residue on ignition NMT 0.1%

7. Chloride NMT 0.018%

8. Sulfate NMT 0.025%

9. Arsenic NMT 1 ppm

10. Heavy metal NMT 5 ppm

11. Dextrin AU

12. Soluble starch,sulfites AT
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2. 19NF@TUTAINIATFIMMINAALA

21 nsd@ifisndaludsanalng Hndadaslianassusesmnaspumandasamunsninosiuasismsialu
MINEnLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswsiaaau PIC/S participating authorities
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o
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@

18 3.2 ﬁujunﬂiwﬁmwaowﬁmﬁm‘ﬁmﬁmﬁagﬂ (Finished product) %9 3.1
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a
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18n15N 5 0.9% W/V Sodium chloride for irrigation 1,000 mL

muﬂszmﬂﬁ'sni’ﬂquaﬁ?jmﬁ

1. Basn 0.9% W/V Sodium chloride for irrigation 1,000 mL

2. amanienaly
2.1 3uny Wussacaounannide s s sms irgation
2.2 maudsznoy Usznaudle@ann Sodium chloride 0.9% WAV 15315 1,000 mL
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3.1 Finish product specification'""

amaNdamoinaiia USP 38 ~ S BP20 3
1. Y mdndegy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATITHU ATIVEHU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Unit/mL NMT 0.5 IU/mL
4. pH 45-70 .
5. Iron NMT 2 ppm -
6. Heavy metals NMT 10 ppm -
7. Sterility ATIEHIW AT
8. Volume in container ATITNIN ATITNIU
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3.2 Drug substance specification

3.2.1 Sodium chloride'"?

AndTaNIMaLA USP 38 , g : .
1. Y3 meﬁmﬁ‘m"ty 99.0 - 100.5% of NaCl calculated on dried basis | 99.0 - 105.0% of NaCl calculated on dried basis
2. Identification AU AT
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATV ATITHU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides AN ATIIHN
7. lodides ATIVAIU ATITEY
8. Nitrites NMT 0.01 ATIMU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIVHW ATIU
14. fron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
18. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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78M19N 6 0.9% W/V Sodium chloride Injection 100 mL
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1. Baen 0.9% W/V Sodium chloride Injection 100 mL

2. amansianalyl
2.1 3uuuy WumsacaoUnaannds ls WiF swmstiadmasadand

2.2 gwmdsznay Usznaudlu@aen Sodium chioride 0.9% WV USu1as 100 mL
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3.1 Finish product specification®

auaNiaNImanA USP38 BP 2013 -
1. USanmeandeg 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AN AT
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-7.0 ATV
5. Particulate matter ATIVNIW ATIIHU
- 018 > 10 pm LA 6000 ayne
container
- w9 > 25 pum Litfin 600 ayme
container
6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIVHIW ATIINN
9. Volume in container ATV ATV
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3.2 Drug substance specification

3.2.1 Sodium chlorlde ma@

amauummamnuﬂ '

USP 38

1. Usmmmmmmy

99.0 - 100.5% of NaCl calculated on dried

99.0 - 105.0% of NaCI calculated on dried

basis basis
2. |dentification ATIVHIN ATITHIN
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIIU AT
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIIU ATV
7. lodides AT ATIN
8. Nitrites NMT 0.01 ATIY
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium AT ATITL
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 [U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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2. Drug substance specification wmszmmn'l,mLﬂﬂm’uaawuaﬂ drug substance wsa’lmmﬁm drug substance 84
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18NN 7 0.9% W/V Sodium chloride injection 1,000 mL
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1. Bomn 0.9% W/V Sodium chloride injection 1,000 mL

2. amasuiana
! 1etal o a U -3 o
2.1 3uuuy Wuansazanadsianndie la W dwsuiadvasaiandn
22 #wdszney  Usznaudandapn Sodium chloride 0.9%W/NV US31@35 1,000 mL
- & a . o o & 'Y
2.3 MTULUIN msag'l,umﬂnu:msgmmﬂﬁﬂmagmuwmamnmmuhmaLﬁm WaTMTULUITINE
ﬁ’jwoﬁm%’umiﬁgm VB EN9B8 300 mL
2.4 2N UNUTTIABYLsE MU LTI isUNEL sryBienn saudsznaudlsdety uszaans
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3. AMENTGNIAKA

Han13asIa e wdulyaw Finished product specification waz Drug substance specification
sdsnnindrdrsuatiudsanu dvldaanzfoudedineue menTsunm e suaze NIENTNRIDVIU
mummmsuwhmaamaal.ﬂuauumﬂmJmealv\um']mmmuma‘ﬁmsulﬂmsuum audsznie
NIENTHITITUFY 509 FYATIE W.A.2556 aTUR 11 Lo .e.2556 (aoﬂama‘lmwnﬁ]ﬁnumnmmﬂ
10 Sigwiau 2556) nsm'l,umsmmﬂmunmauwuwaoﬂwnssumsﬂsvnmﬁmm

3.1 Finish product specification“"(z’
AmANUANIIMALA USP 38 ‘BP 2013
1. USanmdrdny 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIVY AN
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 iU/mL
4. pH 45-70 ATV
5. Particulate matter ATIN AT

- 1319 > 10 fm Livfiu 25 eymeimL

-uwie > 25 im laifiv 3 aume/mL

6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATHIU ATIHI
9. Volume in container ATININ AT

(GkiE2) N AT UsemuatenIsNNIg
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3.2 Drug substance specification

3.21 Sodium chloride ?

qusaiamamaiia USP 38 ; ] ;

1. ﬂ‘imm@hméﬁﬁ%y 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl caléulated on dried
basis basis

2. Identification AT ATIINIY
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIU ATV
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides AT ATITHU
7. lodides AU AT
8. Nitrites NMT 0.01 ATIFHIU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium ATIHU ATITIU
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5§ ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 1U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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3781190 8  0.9% W/V Sodium chloride injection 5 mL
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1. #aen 0.9% W/V Sodium chloride injection 5§ mL

2. ananian

! x|
2.1 guuuy Wuasazasuseaniges g lifs

2.2 dwisznay  Usznaudlu@2en Sodium chioride 0.9% WA ludSunas 5 mL/MTUSU33Y
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3. amaNdanamaia

AMUUTIVDILN fuﬁumq"b""ﬁ'mw

HamIasRdienziguniduluana Finished product specification waz Drug substance specification 7
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3.1 Finish product specification'""?
Testitem: USP:38 BP 2013
1. YSnnadendnagy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATITHIU AT
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL.
4. pH 45-7.0 ATIVHIN
5. Particulate matter ATITNIW ATIIHIW
- W@ > 10 Um SlaiiAu
6.000 ByMA/ML
-awa > 25 um Flaifu
600 ayNIA/mL
6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATV ATITEH
9. Volume in container ATIING AT
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3.2 Drug substance specification : Sodium chloride

o ,7~Tes't?i§em' o uspP3s 0 BP2013 :

1. ﬂ?mmﬁ"amﬁﬂﬁm 99.0 - 105.0% of NaCI ’calculated on 99.0 - 10’5.0% of NaCl calculated on
dried basis dried basis

2. Identification ATIHY ATITINIY

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity AT ATITHIN

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides FTNUHIU AT

7. lodides ATIW ATIIU

8. Nitrites NMT 0.01 ATIWIU

9. Phosphates NMT 25 ppm NMT 25 ppm

10. Sulphates NMT 200 ppm NMT 200 ppm

11. Aluminium NMT 0.2 ppm NMT 0.2 ppm

12. Arsenic NMT 1 ppm NMT 1 ppm

13. Barium ATITHIN ATIINY

14. Iron NMT 2 ppm NMT 2 ppm

15. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

16. Heavy metals NMT 5 ppm NMT 5 ppm

17. Loss on drying NMT 0.5% NMT 0.5 %

18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 IU/g

19. Potassium NMT 500 ppm NMT 500 ppm
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378M15N 9 0.9% W/V Sodium chloride injection 50 mL
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1.Zamn  0.9% W/V Sodium chioride injection 50 mL

2. amanianaly
& rAa o [V o - °

2.1 juuuy Wuassemednannge 1s WIT swsudadrsaniand

22 éwidszney  Usenauain@len Sodium chioride 0.9% WV ludSuias 50 mL/MgUsUITy

2.3 MTuLUIR usﬁa'l,ummxmsamwﬂswﬂmmmuwmamn gnsuldeionden uasifidodmiv
ussgmmuamouau 110 mL

2.4 237 UHUTIA IS MUz N ReN TYTAN S MLTNEUAINENTY LAY
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3.1 Finish product specification“)"z)

Test item USP 38 ~ BP2013
1. USnadaendeny 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. ldentification test ATIFEU ATIFHIU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL
4. pH 45-70 ATIU
5. Particulate matter ATV ATIINU

-2w1@ > 10 Um Jlaidn
6,000 aunA/mL
-wua > 25 Um Glaidu
600 aunma/mL

6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility AT ATIVEU
9. Volume in container ATIVNIU AT
(aa%a) ...................... Q/ ............................. Usemuamenssums
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3.2 Drug substance specification : Sodium chloride'™?
Test Item USP 38 BP 2013

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

2. Identification ATV AT

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity AT FTIHU

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides AU ATIIH

7. lodides AT ATIL

8. Nitrites NMT 0.01 ATV

9. Phosphates NMT 25 ppm NMT 25 ppm

10. Sulphates NMT 200 ppm NMT 200 ppm

11. Aluminium NMT 0.2 ppm NMT 0.2 ppm

12. Arsenic NMT 1 ppm NMT 1 ppm

13. Barium AT ATITNIU

14. Iron NMT 2 ppm NMT 2 ppm

15. Magnesium and alkaline-earth metals | NMT 100 ppm NMT 100 ppm

16. Heavy metals NMT 5 ppm NMT 5 ppm

17. Loss on drying NMT 0.5% NMT 0.5 %

18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than § 1U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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3780151 10  0.9% W/V Sodium chloride injection 250 mL
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1. Bagn

2. anaNtana
2.1 gﬂu:uu

0.9% W/V Sodium chloride injection 250 mL
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2.2 fudsznay Usznaudie@aen Sodium chloride 0.9% WAV USu1@5 250 mL
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m’mmmuussa 3 LW&I ag9kas 80 mL
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3.1 Finish product specification”
AMANUTANIINAKA USP 38 BP 2013
1. YSnmdadagy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT ATV
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4, pH 45-7.0 ATITHU
5. Particulate matter ATIINIH A9
- 2919 2 10 pm laiifin 6000 aume
container
- W18 > 25 um Lifiv 600 awmsy
container
6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIVW ATIWY
9. Volume in container AN AU
(aq’?a) ............. LUssmuamenssunag

(WWFNINTS mMigauiand)
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3.2 Drug substance specification

3.2.1 Sodium chloride

AMENTANMIINA%A

USP 38

BP 2013

1. dTnmdandary

99.0 - 100.5% of NaCl calculated on dried

99.0 - 105.0% of NaCl calculated on dried

basis basis
2. Identification ATV ATITH YN
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity AT AT
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATINN ATIVEU
7. lodides ATIVNIN AU
8. Nitrites NMT 0.01 AT
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Sulfates NMT 200 ppm Maximum 200 ppm
11. Aluminium NMT 0.2 ppm Maximum 0.2 ppm
12. Arsenic NMT 1 ppm Maximum 1 ppm
13. Barium AT ATITHIU
14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals
16. Heavy metals NMT 5 ppm Maximum 5 ppm
17. Loss on drying NMT 0.5% Maximum 0.5 %
18. Bacterial endotoxins NMT 0.5 USP EU/mL Less than 5 1U/g
19. Potassium NMT 500 ppm NMT 500 ppm
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3181151 11 Sterile water for irrigation 1,000 mL
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TestItem USP 38 ~ BP2013
1. Bacterial endotoxins NMT 0.25 EU / mL NMT 0.5 IU / mL
2. Sterility AT AT
3. Water conductivity ATIININ ATINU
4. Oxidizable substances NI ATIINTIU
5. Volume in container AT ATIU
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318NN 12 Sterile water for injection 100 mL
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1. @81 Sterile water for injection 100 mL
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3.1 Finish product specification”?

Test item USP 35 . ‘BP 2013
1. Acidity or alkalinity / pH - ATITH
2. Water conductivity ATITNIN AT
3. Oxidisable substances AT ATV
4. Chlorides - NMT 0.5 ppm
5. Nitrates - NMT 0.2 ppm
6. Aluminum - NMT 10 ppb
7. Sulfates - ATITHL
8. Ammonium - NMT 0.2 ppm
9. Calcium and magnesium - ATIU
10. Residue on evaporation - NMT 0.003%
11. Particulate matter AU ATV
- W@ > 10 pm laifin 6,000 aume/container
- 1@ > 25 pum 1xiifin 600 aymn/container
12. Sterility tests ATIININ AU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 WU/m!
14. Volume in container ATII ATITHTU
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