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0.9% WI/V Sodium chloride injection 1,000 mL
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0.9% W/V Sodium chloride injection 1,000 mL
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3. amENTAMIINAKA

3.1 Finish product specification

({2

AmaNtANVINAkAe

USP 38

BP 2013

1. YSwmdaediagy

95.0 - 105.0% of the LA. of NaCl

95.0 - 105.0% of the LA. of NaCl

2. ldentification test

ATIVHH

ATIVEH

3. Bacterial endotoxins

NMT 0.5 USP Endotoxin Units/mL

NMT 0.25 |U/mL

4. pH 45-7.0 ATV

5. Particulate matter ATIIHU ATIU

- W19 > 10 um lafiu 25 aymiamL

-IW19 226 Um lifin 3 aume/mL

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

9. Volume in container AT ATIT
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3.2 Drug substance specification

3.211 Sodium chloride ™*?

amANLGNINaTa o usp3g . BP2013 =

1. U?mmﬁ"smﬁ'}ﬂ‘m 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification ATIHIU AU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIININ AU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIWIN ATIHIH
7. lodides AU ATITHIU
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 AU AT
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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2. ansanL ATl
2.1 suuy
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wuwarsazanodsaende 1a Wi
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0.9% W/V Sodium chloride injection 5 mL

2.4 a87n - i:q%‘aﬂw futznauaidaAguacauus Tunia fuéumq Wufinde usziay
nzifaudrsue Ltaziﬁmﬂﬁufﬂmﬂ'lvb”aﬂ"m‘*ﬁ'ﬂl,ﬁ)uuuussqﬁmﬁ
- UWMTUSUIIYEN aﬂﬂoﬁayﬁaﬁ:q%am w3aBarmannsd fusznavuazuwiaa Ny
AINUTIVDILN fuéumq"ﬁ’&'mau
3. amanlaNIINaka
3.1 Finish product specification""m
, Test Item USP 38 BP2013
1. dRnmdrndey 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIRHU ATIWY
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4, pH 45-70 ATIVIH
5. Particulate matter AU ATIVHIU
-awa > 10 um Flaifin
6,000 aunIfA/mL
-2w9 > 25 um Jlahfiu
600 aymMa/mL
6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIININ ATIIH
9. Volume in container ATV a3
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3.2 Drug substance specification :

Sodium chloride'"?

Test Item USP-38 BP-2013 :

1. ﬂ‘%mmﬁ'zmﬁwﬂ”{y 99.0 - 105.0% of NaCl! calculated on 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. ldentification ATV AU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity RTIINU AT3H

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides AT ATV

7. lodides ATIU ATITHIU

8. Nitrites NMT 0.01 AU

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 ATITNU ATIWN

14. lron 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 (U/g

19. Potassium NMT 600 ppm NMT 500 ppm
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0.9% WI/V Sodium chloride injection 50 mL
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2.1 gmmu

0.9% W/V Sodium chloride injection 50 mL
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3. AMEANLAMIINARA

3.1 Finish product specification”
Test Item USP 38 BP 2013
1. Sy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. identification test ATIVHU ATIVHIU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 45-70 ATIVHIW
5. Particulate matter ATV ATIIHIU
-auwia > 10 m lifin
6,000 E]‘L'm’lﬂ/mL
-awe > 25 Um Jlaiifin
600 auna/mL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATV ATITHIU
9. Volume in container AT ATITHIU
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3.2 Drug substance specification : Sodium chloride?
Test Item USP 38 BP 2013

1. ﬂ?mm@ﬁmé’m@ 99.0 - 105.0% of NaCl calculated on 99.0 - 105.0% of NaCl calculated on
dried basis dried basis

2. Identification ATIINIY AU

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATIVNIU ATIU

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATIWU ATIIHIW

7. lodides ATIIU ATIIY

8. Nitrites NMT 0.01 ATIIN

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 ATIHU AU

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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2. 1aNFTTUTDININTFIRNIIHAAL

2.4 nsdAgwAaulsanalng druiadaafiianmtusannaspumIndammamaninasiuasisnsfialu
mMInaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tapwienu PIC/S participating authorities
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7'1zlamﬁﬂﬂqmﬁnumzmmztmuﬁﬂmanmimsﬁ'ﬂ%anﬁﬁmﬁm
182N B50 / 2562
PR
NN 10 0.9% W/V Sodium chloride injection 250 mL

' v =t
muﬂswmmamﬂquaswmu 28 1.8, 2552‘

1. Haen 0.9% W/V Sodium chloride injection 250 mL

2. aneanana l
! el o ot -1 A o o
2.1 yuuy Duasazaeunanngs la Lidd swsviadnasaiiaad
2.2 sawdsznay dsrnaudln@ien Sodium chioride 0.9% WV U3anas 250 mL
= A/ o o Qs L3 0': =l L3 -

2.3 MIULUIN ussq‘lum’nuzmsqmmﬂﬁﬂmau,uuwmamnmmuhmamm uazMTUELIIIHe

ﬁiwaﬁm%’uussagmtﬁuaamﬁaﬂ 80 mL

a - e o A ' o o G

2.4 2870 uumsqnmwﬁm:nwu:umwauwam FYFar @MURNaUMIENEIATY LASANNL

luniing mOsmol/L Tunaen i’wmmq wannAauasiaunzdoud1suen 13ogreraan

3. AANLANIIINATA

3.1 Finish product sgecification“)‘(z’
AMANTANWINATLA USP 38 BP 2013
1. Py 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AT ATIMIN
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 tU/mL
4, pH 45-70 ATIVHIY
5. Particulate matter ATIVEU AU

- 2910 > 10 pm liifiu 6000 aymes
container

- W19 > 25 um i 600 auma/

container

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

9. Volume in container ATIHIU AU
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3.2 Drug substance specification

3.2.1 Sodium chloride ™?

amantAnnaia USP 38 ; BP2013 .

1. ﬁ%&]'lmﬁl”’m'lﬁ‘mvty 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. Identification AU ATIEU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity AN AT
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATIINN AU
7. lodides ATITHIU 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 AU ATIINU
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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2. (aNATTUTININTFMMITHANEN
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NIHEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwineau PIC/S participating authorities
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DIMTURZE NIZNT AT ITUY Femmuadulavdanursansosussioifutunsnin iz ismsnialy
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i
taan B50/ 2562
378NN 11 Sterile water for irrigation 1,000 mL

aadszmedminguangs® 2§ 1.9 25&

LS

1.%081  Sterile water for irrigation 1,000 mL

2. ansansianaly
2.1 guuy Wwlhunemnds e Wifs dmd irrigation
22 dwmilznay  lifimai@uans Antimicrobial agent w3aa5au g usuysznay™
23 mruusny  ussplumsuzussyriiawsnadn dwiuldndadun I@maanLmu'lﬁmaanmnnwu:ussg
1aptaraasa™”
2.4 281N - szq%am UL TNIUMINEIAYUBTAIULII THHAR j"uﬁvumq Wwufinde wanzdou
#TuE T2 “not for injection” wazABmaiAusnmNT; BNTALIULULTIIAA
- UWMTHIUTIIEN aaiwﬁaaﬁamq%a £ W3TaN1INI UL TN OLLAZIUIAAIAILTY
229EN (nUTINAR 'Tuﬁvumq"tﬁmﬁm

3. amaNLaMIIMaka

3.1 Finish product specification "

1. Bacterial endotoxins NMT 0.25 EU / mL NMT 0.5 IU / mL
2. Sterility AT ATV
3. Water conductivity AU Maximum 5 pS/cm at 25°c
4. Oxidizable substances ATIVU ATIFEU
5. Volume in container ATIVHIU ATIVNU
3.2 Drug substance specification

3.2.1 Water for injections in buik "*?
1. Total organic carbon AU Maximum 0.5 mg/L
2. Water Conductivity A3 Maximum 5 uS/cm at 25°c
3. Nitrates - Maximum 0.2 ppm
4. Aluminum - Maximum 10 ppb
5. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL | NMT 0.25 {U/mL
6. pH ATV 50-7.0
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3780190 12 Sterile water for injection 100 mL
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1.30m  Sterile water for injection 100 mL
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3. AMANURNININARA

3.1 Finish product specification”

, Test item USP 38 : . BP2013
1. Acidity or alkalinity / pH AU AT
2. Water conductivity AU Maximum 5 pS.cm’™
3. Oxidisable substances AT AT
4. Chlorides - Maximum 0.5 ppm
5. Nitrates - Maximum 0.2 ppm
6. Aluminum - Maximum 10 ppb
7. Sulfates - ATIY
8. Ammonium - Maximum 0.2 ppm
9. Calcium and magnesium - ATIINU
10. Residue on evaporation - Maximum 3 mg (0.003%)
11. Particulate matter ATINU ATIIHU
- 113 > 10 um Litfin 6,000 sunn/container
- 119 > 25 um "lilfiu 600 auna/container
12. Sterility tests ATIWU ATIHIU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 IU/mi
14. Volume in container ATIVU AU
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3.2 Drug substance specification

3.2.1 Water for injections in bulk "**

1. Total organic carbon AU Maximum 0.5 mg/L.
2. Water Conductivity ATIU ATINIU

3. Nitrates - Maximum 0.2 ppm
4. Aluminium - Maximum 10 ppb
5. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL | NMT 0.25 [U/mL
6. pH AT 50-7.0
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