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8NN 1 Dextrose 5% W/V in Sodium chloride 0.45% wW/v injection 1,000 mL
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1. 8o Dextrose 5% W/V in Sodium chloride 0.45% WV injection 1,000 mL

2. amantianaly
2.1 3upy uasasmeusende la lids fmiLdadnasaiandn
22 dwdsznay  Usznaudaseaen Dextrose 5% WV uaz Sodium chioride 0.45% WA U331as 1,000 mL
uwsz'lifl antimicrobial agents Hududsznay
2.3 mTuyuT ussa‘lumwwussammﬂﬁmvjaLmuwmamnmmul"mﬁmm MAZNTUZLTTYA D]
mwmmuussammuamuuau 300 mL
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3. AnENLGNIIINATA

3.1 Finish product specification™?

uauiamanaia [ usp3 T BP 2013
1. USinmdandney 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 ATVEU AWMU
3. Bacterial endotoxins NMT 10.0 USP Endotoxin Units per g of NMT 0.25 1U per mL
dextrose
4. pH 32-65 35-65
5. Limit of 5-hydroxymethyifurfural and NMT 0.25 NMT 0.25
related substances

6. Sterility ATIHIU ATIVHI

7. Particulate matter AU ATV

- 29 > 10 um iy 25 auMa/mL
- 918 > 25 um liifu 3 auNA/mL

8. Volume in container

ATINI AU
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3.2 Drug substance specification

3.2.1 Dextrose (CsHuos-HzO)‘""Z)

amantAnamaia USP 38 BP 2013

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

- Soluble starch : #5793

- Foreign sugars : @539671%

13. Sulfated ash - NMT 0.1%

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

3.2.2 Sodium chloride?

L qusntaNIonania USP 38  BP2013
1. ﬁ?mmﬁmém“zy 99.0% - 100.5% of NaCl {on dried basis) 98.0% - 105.0% of NaCl (on dried basis)
2. Identification AT ATIINIU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIWIN ATIVNIU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIVHY AU
7. lodides ATIVU ATIHIN
8. Nitrites NMT 0.01 ATIIHU
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
&. Arsenic NMT 1 ppm Maximum 1 ppm
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3.2.2 Sodium chloride™? (Gla)

E ﬂmauummomﬂuﬂ USP 38 -BP2013
13. Barium ATIHU 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 1U/g.
19. Potassium NMT 500 ppm NMT 500 ppm
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S'lzm’liﬁ 2 Dextrose 5% WV in sterile water injection 100 mL
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1. Bawn Dextrose 5% W/V in sterile water injection 100 mL

2. anvanianaly

2.1 3uuy Wiasssaodnesnide 1 s fmsviadnasafandn

22 @wnney  Usznaudandaen Dextrose 5% WA TudwSunas 100 mL uaz il Antimicrobial agents
Dudmdsenay

2.3 mruzusn msq'lunwu:msgmﬁﬂﬂﬁﬁmmi‘faunuwmaﬁﬂﬁmfu‘lm’ﬂ%tﬁm”) UAZMTUZLTTY
@Taoﬁﬁ'mﬁm%’uuss@umﬁuazm‘trau 80 mL
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3. AnsNUANIINaRA

3.1 Finish product specification'”

AmdNAmMInaia ‘ USP 38 e
1. Usnudaendagy 95.0 - 105.0% of the L.A. of Dextrose
(CeH1,06.H,0)
2. Bacterial endotoxins NMT 10.0 USP Endotoxin Units / g
3. Identification ATIVH
4. pH 32-65
5. Particulate matter ATIVN

- BUMATUIR > 10 pm Laiiin 6,000 aunA/container
- IRMATUIA > 25 um TaitAu 600 83M1A/container

6. Heavy metals ATIVTH

NN

7. Limit of S-hydroxymethylfurfural and related substances NMT 0.25

8. Sterility ATHU

9. Volume in container ATV
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3.2 Drug substance specification

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

AnENLIINIInaTa UsP 38
1. Identification test A7
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity ATIINIH
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 ATIININ
12. Soluble starch,sulfites ATIH
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8NN 3 Dextrose 5% W/V in sterile water injection 50 mL
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2. ansaniarialy
2.1 gtluyy
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agents (ludiudsznay
2.3 mruuIn
ussapwinldadnatay 110 mL
2.4 2870

Dextrose 5% WV in sterile water injection 50 mL
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3. AmANIRMtNATHA

3.1 Finish product specification'”

Test ltem

F -

USP 38

1. Suaarendrany

)

95.0 - 105.0% of the L.A. of Dextrose (CgH,;04.H,0)

2. ldentification

ATITNIU

3. Bacterial endotoxins

NMT 10.0 USP Endotoxin Units / g

4. pH 32-65
5. Particulate matter ATIVHH
- BUNIATUIN > 10 pm laiiAin 6,0008%MA/container

- aYMATUIR > 25 um LivAiu 600 aun"A/container

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

8. Sterility AT
9. Volume in container ATITHIN
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3.2 Drug substance specification : Dextrose (C eH1206-H O)m

[ Test Iitem Jeon ST G ’ UsSP:38
1. Identification test ATIVNY
2. Color of solution Clear

L3. Specific rotation +52.6° to +53.2°

L4. Acidity ATIWU
5. Water - Hydrous form : 7.5% and 9.5%

- Anhydrous form : NMT 0.5% ﬁl

6. Residue on ignition NMT 0.1% j
7. Chloride NMT 0.018% T
8. Sulfate NMT 0.025% j
9. Arsenic NMT 1 pg/g T
10. Heavy metai NMT 5 pglg T
11. Dextrin ATIY j
12. Soluble starch, sulfites ATITEU T
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1N B50 /2562
8NN 4 Dextrose 5% W/V in sterile water injection 250 mL

muﬂnmﬁa‘i’mi’mqumwmﬁ

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

2. anaaianialyl

2.1 3uluwy WuasssapUneanids x Lids fmLAatnaaaiiaasn

22 d@mdszney  Usznaudaudasn Dextrose 5%WIV Tudu3anas 250 mL uazlaifl Antimicrobial agents
Wusudsznay

2.3 mruzuIn ussaql'lumw:ussgmﬁﬂﬂﬁﬂmm%aLmuwmaﬁnﬁm{u‘laﬁﬂ%tﬁm“’ UAZMITUTLTY
@Taoﬁﬁ:me%ms”uussqmﬁuaﬂwaﬁay 80 mL
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3. AMENIAMIATA

3.1 Finish product specification"”

AmMANLAMIImaRia USP 38

1. BSanmiurdngy 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 A6
4. pH 32-65
5. Particulate matter ATIVHIU

- BRMNTWIA > 10 um aitfin 6,000 auMA/container
- ARMATUIG > 25 um liiAin 600 83511A/container

6. Heavy metals ATIVHIU j
7. Limit of 5-hydroxymethylfurfural and related substances NMT 0.25
8. Sterility ATITNTI
9. Volume in container ATIVHTU 7
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3.2 Drug substance specification

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

AMANLANMIINALA USP 38
1. Identification test ATIHIU
2. Color of solution Clear
3. Specific rotation +52.6° to +53.2°
4. Acidity ATIINIU
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. Sulifate 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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0.9% W/V Sodium chioride for irrigation 1,000 mL

1. Hamn 0.9% WIV Sodium chloride for irrigation 1,000 mL
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3.1 Finish product specification™”
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AANTANMIINATA

USP 38

BP 2013

-

1. USinmdiinday

95.0 - 105.0% of the LA. of NaCl

95.0 - 105.0% of the LA. of NaCl

2. ldentification test

ATIVINIU

ATIVHIU

3. Bacterial endotoxins NMT 0.5 USP Endotoxin Unit/mL NMT 0.5 1U/mL
4. pH 45-70 -
5. lron NMT 2 ppm -
6. Heavy metals NMT 10 ppm -
7. Sterility ATIVNIU ATV
| 8. Volume in container ATITHIU ATIVH
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3.2 Drug substance specification

3.2.1 Sodium chioride"®

AmaNgAMIIaa

USP 38

BP 2013

1. ﬂ?mmﬁ?mé’m"ﬁy 99.0 - 100.5% of NaCl caiculated on dried basis 99.0 - 105.0% of NaCl calculated on dried basis
2. Identification ATIWY ATIHU

3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity NTIIHIN ATINIU

5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATITI AT

7. lodides AT ATIHIU

8. Nitrites NMT 0.01 AU

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 AU ATIIU

14. Iron NMT 2 ppm Maximum 2 ppm
15. Magnesium and alkaline- NMT 100 ppm Maximum 100 ppm
earth metals

16. Heavy metais 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. %am 0.9% WV Sodium chloride Injection 100 mL
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2.2 dwdsznay Usznaududien Sodium chloride 0.9% W/V U58195 100 mL
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3. AMENIBNIINATA

3.1 Finish product sgecification“”(z’

L qusBmMIImaRa USP 38 BP 2013
1. Vsnmdagdey 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AU ATIU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 1U/mL
4, pH 45-70 AN
5. Particulate matter A7 ATITHIU

- W19 2 10 pm laitfin 6000 ovney
container

- IWIa > 25 um laiRu 600 oA/

container

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

9. Volume in container ATIVEH ATIIH
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3.2 Drug substance specification

3.2.1 Sodium chloride ®

andndtninnaiia USP 38 BP 2013

1. PBnudandey 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification AT ATIVU
3. Appearance of solution Clear and coloriess Clear and colorless
4. Acidity or alkalinity ATIWIU ATIEU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides AT A1
7. lodides ATIU ATIU
8. Nitrites NMT 0.01 ATIU
9. Phosphates NMT 25 ppm Maximum 25 ppm
10. Suifates 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 ATIEU 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 IU/g
19. Potassium NMT 500 ppm NMT 500 ppm
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