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Dextrose 5% W/V in Sodium chloride 0.45% W/V injection 1,000 mL
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1. Basn Dextrose 5% W/V in Sodium chloride 0.45% W/V injection 1,000 mL

2. amanvanaly

J w-_r.\ o Q@ 9 A o
wWussazasUsaande la WHF dwsuaadvasaiand
Usznaudapaaen Dextrose 5% WV Waz Sodium chioride 0.45% WAV U3anais 1,000 mL

2.1 jluuy

2.2 udsznay
uaz4f antimicrobial agents (lusutlsznay

2.3 MTULUIN ussg’lumwu:mﬁ;mﬁ@ﬂﬁm’faunuwmaﬁnémﬁ’ul’fﬂ%l,ﬁm WSEMTULTTIADIN

ﬁ'j'mﬁ']ﬁ?umsﬁ]mxﬁuaﬂ'wﬁaﬂ 300 mL
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3. amaENUANIARA

Namsm’m?mﬁ"ﬁﬂmmWLﬁuvLﬂm&J Finished product specification W8 Drug substance specification ‘ﬁl
§reBannunsrdnsuatuinaiu deldaansidondadinnua mensTunisemIsLazn NITNTWENTITUFY
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3.1 Finish product specification'"*

qmaniamanaie o uUsSP38. E BP 2013

1. SSnmdidary 95.0 - 105.0% LA. of Dextrose 95.0 - 105.0% LA, of Dextrose

95.0 - 105.0% LA. of Sodium chioride 95.0 - 105.0% LA. of Sodium chloride
2. Identification AIIDNW ATIMU
3. Bacterial endotoxins NMT 10.0 USP Endotoxin Units per g of NMT 0.25 IU per mL

dextrose
4. pH 32-6.5 35-6.5
5. Limit of 5-hydroxymethylfurfural and NMT 0.25 NMT 0.25

related substances
6. Sterility ATITHN ATIWU
7. Particulate matter ATITHIN ATITNIN
- 1@ > 10 pm livfin 25 aymamL
- 19 > 25 pm i 3 aunamL
8. Volume in container ATIVHIW ATINH
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3.2 Drug substance specification

3.2.1 Dextrose (CeHuOs-HZO)“"‘Z’

 qumniGnimaie USP 38  BP2013

1. Identification test AT ATIINU

2. Color of solution Clear Clear

3. Specific rotation +62.6° to +53.2° +52.5° to +53.3°

4. Acidity NIV ATINIU

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 pglg NMT 1 ppm

10. Heavy metal NMT 5 pgl/g -

11. Dextrin AU ATIHIU

12. Soluble starch, sulfites ATV - Sulfites : NMT 15 ppm
- Soluble starch : @339 %
- Foreign sugars : #5790 %

13. Sulfated ash - NMT 0.1%

14. Lead - NMT 0.5 ppm

15. Calcium - NMT 200 ppm

16. Barium - ATITEU

3.2.2 Sodium chloride™?

' amaANANIINakA USP 38 BP 2013
1. YSnmaaedagy 99.0% - 100.5% of NaCl (on dried basis) 99.0% - 105.0% of NaCl (on dried basis)
2. Identification AU ATITE
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity AU ATIVNIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIVNIU ATIMW
7. lodides ATIY AT
8. Nitrites NMT 0.01 ATIVEU
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

(m%a) .......................................................... Usemunmenssung
(BLEUNTS Taas)
P
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3.2.2 Sodium chioride™? (dia)
AMANTANIIINARA USP 38 BP 2013

13. Barium AU ATITHIY
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 IU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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1.8a81 Dextrose 5% W/V in sterile water injection 100 mL
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2.1 3uuuy Wumsazmodsiendes le WiF dwiudadvaaadaad

22 dwmdszney  Ysznaudiasien Dextrose 5%WA lwiind5anas 100 mL waz'laifl Antimicrobial agents
Wuarudsznay
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3.1 Finish product specification“’

amaNAMImatia : , USP 38
1. USunadasnddny 95.0 - 105.0% of the L.A. of Dextrose
(CeH120¢.H,0)

2. Bacterial endotoxins NMT 10.0 USP Endotoxin Units / g
3. Identification ATIVHU
4. pH 3.2-65
5. Particulate matter ATIINIU

- 9UMATUIA > 10 pm Laiifin 6,000 agme/container

- OUMAYUNG > 25 pm WA 600 ayme/container
6. Heavy metals ATIINB
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.25
8. Sterility ATIINU
9. Volume in container ATV
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3.2 Drug substance specification

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

Cammafamamana | uspas
1. Identification test ATITNIN
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity ATIVHIN
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 & ppm
11. Dextrin ATITHI
12. Soluble starch,sulfites ATITNIU
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318019 3 Dextrose 5% in sterile water injection 50 mL
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1. 8o Dextrose 5% in sterile water injection 50 mL

2. amaNan2 1)
2.1 pluuy Dussazavlraanides s W snsuiadmasaiionda
22 swdsznay  dsznaudie@ien Dextrose 5% WV Iwil3anas 50 mL/mruzu3sy uazlaifd Antimicrobial
agents \Jugwmdyznay
2.3 MIUUITY uss{l.um’nu:migmﬁ@ﬂﬁﬂmm.%al,l,uuwmaan gmstlFasadien uasliniednig
vssuuiwldagnetes 110 mL |
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3.1 Finish product specification“’

Test item , : USP38
1. USanuaredary 95.0 — 105.0% of the L.A. of Dextrose (CgH1,06.H,0)
2. Identification ATIINIU
3. Bacterial endotoxins NMT 10.0 USP Endotoxin Units / g
4. pH 32-65
5. Particulate matter AIIIU

- a4MATWA > 10 pm laitfin 6,000auMa/container

- 9MALWIA > 25 pm LitAin 600 aunia/container

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

8. Sterility ATITNU
9. Volume in container ATIINIU
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3.2 Drug substance specificatio

n : Dextrose (CGH,ZOS.HZO)‘”

Te#t R — T
1. Identification test ATV |
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity ATV
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 ug/g
10. Heavy metal NMT 5 uglg
11, Dextrin ATIINY
12. Soluble starch, sulfites ATITNN
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1.Zagn  Dextrose 5% W/V in sterile water injection 250 mL

2. amananali

2.1 puuy WussazasUnrennde la Wig FTLAT nAaLRandn

22 &mdsznay Usznaudandien Dextrose 5%WN lusinUSunas 250 mL uaz'laif Antimicrobial agents
wWusdwmdsznay

2.3 MUV UssﬂumwwmsammﬂﬁﬂmnL°1jaLmuwmamnmmﬁl’msomm WaTMTULITTY
mawmwa’msuussfgmmuamouau 80 mL
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Namsmw’imi’]“ﬁﬂmmWLﬂuVLUm&J Finished product specification thas Drug substance speCIfcatlon 71
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3.1 Finish product specification‘”

| audMiENIInaia L | _usp3g
1. Y3 mﬁ’lﬂ”q; 95.0 - 105 0% of the LA. of Dextrose
(CeH1206.H,0)
2. Bacteriai endotoxins NMT 10.0 USP Endotoxin Units / g
3. Identification ATIVIN
4. pH 32-6.5
5. Particulate matter ATIINU
- a¥MATUIR > 10 pm 'laitfin 6,000 aRMA/container
- auMATWIA > 25 um Lifiu 600 aun9/container
6. Heavy metals ATIVHU
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.256
8. Sterility ATINU
9. Volume in container ATIINIU
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3.2 Drug substance specification
3.2.1 Dextrose (C,H,,0,.H,0)"

AmaNUANIIImaRa USP 38
1. Identification test ATIVH I
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity TN
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 ATIINIW

12. Soluble starch,sulfites ATITHIW
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i’lzlmiﬁ 5 0.9% W/V Sodium chloride for irrigation 1,000 mL
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1. B8N

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

2. apanianaly
2.1 yuuuy DussazaoUnannide s Wis dwsy irgation
2.2 §wdsznay Usznaudipaaen Sodium chloride 0.9% WV U3u1@5 1,000 mL
2.3 MEUzUsIN UITIUMTUSLITINAIEAN z%mfulfﬂsﬁgmﬁmi@uaammu'l,ﬁmaanmnmmu:msq‘lﬁ
aEITING
2.4 2810 ‘uumiﬁ;ﬁ'mwﬁm:uum‘ﬁu:ussqﬁé’fww"’am s:q%am FIUUITNaUAILIFIATYUATAUTY

Tuwnuaeny WnnEa Laanzioudrien uazszy “not for injection” liaknstaian

3. amanNUANSInaha

NaﬂﬁsmiﬁaﬁLﬂiﬁzﬁQmﬂ'IWLﬂuvliJmu Finished product specification a2 Drug substance specification ‘ﬁ'
gndsnnundrdsuatudionu deldaansfondadiinaunmenssunsenmisuazen NIENTHIIFTIIHGY
vaindrdsuildsedidaniuatviifouimialnininaspundsduladiunis awdszne
NITNTWATITUGY o TEYATIUT W.0.2556 AUTUA 11 WwEL W.7.2556 (mﬂszmﬂluﬁwﬁamgwnu’rj”uﬁ
10 figwew 2556) nsﬂ"bhﬁmmﬁwlﬁifuﬂ”mpUﬁﬁwammxmsumsﬂs:mmﬁmm

3.1 Finish product specification*

C amandtmametia USP 38 'BP2013
1. ﬂ‘%mmﬁamﬁﬁm 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIHU ATIINU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Unit/mL NMT 0.5 [U/mL
4. pH 45-70 -
5. Iron NMT 2 ppm -
6. Heavy metals NMT 10 ppm -
7. Sterility AT AT
8. Volume in container ATIIHIU ATITHU
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3.2 Drug substance specification

3.2.1 Sodium chloride?

anauianinaka

USP 38

- BP2013

1. YSunndrnddty

99.0 - 100.5% of NaCl calculated on dried basis

99.0 - 105.0% of NaCl calculated on dried basis

2. Identification

AT

ATIINH

3. Appearance of solution

Clear and colorless

Clear and colorless

4. Acidity or alkalinity AT ATIH I

5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATV ATINY

7. lodides AT ATIHIH

8. Nitrites NMT 0.01 ATIWU

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 ATITAIN AU

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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1.%a81  0.9% WIV Sodium chloride Injection 100 mL

2. amENYAN 1)
X T o v o A °
2.1 31wy Wuansazansdseaniya ls WA dmwsudadnaaaiaadn
2.2 #mtsznay Usznavaaa628n Sodium chloride 0.9% W/ USu1e3 100 mL
& a o v 0y & a o

2.3 MTULVITY ussqlum’ﬁu:ussqmﬁﬂﬂﬁﬁmaLLuuwmamnmmul'msomm WaEMTULITIRD I

ﬁiwaz&w%’umsgamﬁuazmﬁaﬂ 80 mL
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3. AENUANIINARA

namIaTa ez wdulyau Finished product specification waz Drug substance specification f
grdinnindrdnivadindsatu Seldsanzidoudedninaun menIsunmssmuasen NIENTNMTITEY
vndsdnsuildsedidaaduasuiifissrimielninianaspmndsdiuladsunie awdszme
NINTITNTIBGY (389 7Y W.A.2556 8aTUfl 11 Wwiou w.a.2556 (aszmielunzfissunniud
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3.1 Finish product specification'"*

 amsmianemaia USP38 Sl BP213
1. Y mdendngy 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT ATIMIN
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 1U/mL
4. pH 45-7.0 ATIVHIH
5. Particulate matter AT ATV
- 9@ > 10 pum litfin 6000 ayneY
container
- 391 > 25 pum laifin 600 aumey
container
6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility AT AT
9. Volume in container AT ATIINN
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3.2 Drug substance specification

3.2.1 Sodium chloride ™*®

quaNianInaRa USP 38 ,  BP2013 i

1. U‘immﬁ‘;mﬁwﬁty 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. ldentification ATININ ATITNY
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIIHH ATV
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIINIH ATIHU
7. lodides AT AT
8. Nitrites NMT 0.01 ATIIN
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 ATIVHIU AN
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 IU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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0.9% W/V Sodium chloride injection 1,000 mL
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1. %lam 0.9% W/V Sodium chloride injection 1,000 mL

2. amanianaly
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2.2 saudyznay
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2.4 387N
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Usznaual8ai8n Sodium chioride 0.9%W/V YSu1as 1,000 mL
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3.1 Finish product specification'"”
AMANTANINATRA usP 38 BP-2013
1. USanudrdny 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AT 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 NIV ATV
-wwe > 10 Pm lifiv 25 ayneimL
W@ > 25 um Wi 3 euma/mL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATITH AU
9. Volume in container AN AT
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3.2 Drug substance specification

3.2.1 Sodium chloride "®

anssidnemaiia

USP 38 -

BP2013

1. USanaudaendnay

99.0 - 100.5% of NaCl calculated on dried

99.0 - 105.0% of NaCl calculated on dried

basis basis
2. identification ATITHU AT
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIINH ATITHIN
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides HIIVWU ATV
7. lodides NTIH AT
8. Nitrites NMT 0.01 NTIU
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 ATITHU ATIVU
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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318N157 8 0.9% W/V Sodium chloride injection 5 mL
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1. Bown 0.9% W/V Sodium chloride injection 5§ mL

2. amantarnaly
2.1 3duuy
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2.4 28N
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WWussazaoUsesinds s s
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3.1 Finish product specification'""?

TestItem USP 38 BP 2013
1. USunmaandney 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA, of NaCl
2. Identification test ATV AU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL
4, pH 45-7.0 AU
5. Particulate matter ATV Rk}
-awa > 10 um Slaifu
6,000 ayMA/mML
-owe > 25 tm Flifiu
600 El‘Lquﬂ/mL
6. iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIINN AT
9. Volume in container ATV ATIVEY
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3.2 Drug substance specification : Sodium chloride™®

W © Testitem . USP38 , o 04: g

1. ﬂ?mmﬁ"amﬁ‘\ﬁ’ty 99.0 - 105.0% of NaCl calculated on 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. Identification ATIWU ATIU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATIVHU AIIVHIU

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATITNU AW

7. lodides ATIWU AT

8. Nitrites NMT 0.01 ATIINY

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 A% AT

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 1U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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5181151 9 0.9% W/V Sodium chloride injection 50 mL
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1.8 0.9% W/V Sodium chloride injection 50 mL

2. amanianalyl

2.1 guluuy Wumsazapdsennide s WdF s msudadinsaniand

22 dwdsznay  Usznaudaw@lsn Sodium chioride 0.9% WV IudSunas 50 mL/MIUsUITy
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3.1 Finish product specification'"”

Test Item usP3g ~ BP2013
1. YSanmdandeny 95.0 - 105.0% of the LA, of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. ldentification test ATITEU ATITAIU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL
4. pH 45-70 ATIINN
5. Particulate matter ATIINU ATIVNU

-2wa > 10 um G laifin
6,000 awna/mL
-2w1e > 25 Um §laifin
600 eumMA/mL

6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility AT ATIINU
9. Volume in container ATINU ATIINW
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3.2 Drug substance specification : Sodium chloride™?
Test Item USP 38 BP 2013 : :

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

2. Identification ATITNN NI

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATV AT

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATIINTN ATIWW

7. lodides AN ATIU

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 ATV AT

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 1U/g

19. Potassium NMT 500 ppm NMT 500 ppm
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578137 10 0.9% WIV Sodium chioride injection 250 mL
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1. Bogn 0.9% W/V Sodium chloride injection 250 mL

2. amauana
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2.1 guuy WDuasazanedrannie la WIT swmsuiadvaaniand
2.2 wdszney Usznaudludlen Sodium chloride 0.9% WV U3u1as 250 mL
2.3 MBULVIN ussalumwwmsa]mmﬂswﬂmauuuwmmnmmu'lmﬂsamm WAEMTUTUTIIRBIT
mwommumsamuwwammam 80 mL
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3. amaNANInaha

Namim%ﬁmﬁ“ﬁﬂmmwL‘ﬂﬂﬂmu Finished product specification t.as Drug substance specification 9
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3.1 Finish product specification'™?
AmaNUANIINARA USP 38 BP 2013
1. Ylnnudaendnay 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test ATIININ ATI
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 IU/mL
4. pH 45-70 ATIWIH
5. Particulate matter AT AT

-39 > 10 pm laiifin 6000 ayney
container

- Wa 2 25 pum lifin 600 e

container

6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility 729U AT

9. Volume in container ATIHU F3EU

LUTETIUA S NTINNNT
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3.2 Drug substance specification

3.2.1 Sodium chloride "?®

auaiaN1nake USP 38 BP 2013 S

1. ﬂ?&l’lmﬁ"an‘lﬁ’lﬁ'zy 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification ATIVH ATV
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 AT AN
7. lodides ATIFEIU ATIU
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 ATIVEU ATIU
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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1.Baen  Sterile water for injection 100 mL
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3.1 Finish product specification'*
; Test Item USP 35 -~ BP2013

1. Acidity or alkalinity / pH - AT

2. Water conductivity ATV ATIHIU

3. Oxidisable substances AT AT

4. Chlorides - NMT 0.5 ppm

5. Nitrates - NMT 0.2 ppm

6. Aluminum - NMT 10 ppb

7. Sulfates - AT

8. Ammonium - NMT 0.2 ppm

9. Calcium and magnesium - AU

10. Residue on evaporation - NMT 0.003%

11. Particulate matter ATITNIU ATIVHIN

- W@ > 10 um laitfin 6,000 eume/container

- 219 > 25 um 4iifiu 600 ayma/container

12. Sterility tests ATITNIU AU

13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 1U/mi

14. Volume in container ATIIH AU
CEE:E) S AU UszmunmenITums
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