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i’lzm'li‘ﬁ 7 0.9% W/V Sodium chloride injection 1,000 mL
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18881 0.9% WIV Sodium chloride injection 1,000 mL
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3. andaniaMmaia

3.1 Finish product specification'"?

AMANTANIIINATA USP 38 BP 2013
1. Pnmudasndeny 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. ldentification test AU ATIINIU
3. Bacterial endotoxins NMT 0.5 USP Endotoxin Units/mL NMT 0.25 1U/mL
4. pH 45-7.0 ATIU
5. Particulate matter ATHU ATIEU

-1w@ > 10 Um lahifin 25 aunia/mL

-1wa 225 pum livin 3 eumemL

6. lron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility AU AT
9. Volume in container anIHIu ATIININ
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3.2 Drug substance specification

3.21 Sodium chloride "

auANiGmanaia ’ USP38 BP 2013 ;

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

2. Identification AU AU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATININ AU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides NTININ ATIHIU
7. lodides ATIU ATIU
8. Nitrites NMT 0.01 ATIIY
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 ATIHIU
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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i’lzm’liﬁ 8 0.9% WIV Sodium chloride injection 5 mL

muﬂ‘szmﬁé'wi'ﬁqumwmﬁ

1. Hamn 0.9% W/V Sodium chioride injection 5 mL

2. amaaninriahl

2.1 3uny Wussazansdrenda 1s Wis

2.2 dmdszney  Usznaudiedann Sodium chioride 0.9% WV lutfunas 5 mL/MAULUITY
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3. AENLIGNIINARA

3.1 Finish product specification'™?

Testitem UsSP38 . . . BP. 2013 -
1. Bnmdrndey 95.0 - 105.0% of the LA. of NaCl 95.0 - 105.0% of the LA. of NaCl
2. Identification test AU ATIIHU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 IU/mL
4. pH 45-70 AT
5. Particulate matter AT ATIEIU

-awa > 10 um Flaifin
6,000 aunNe/mL
-1wa > 25 um Flaifin
600 auMAML

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

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

2. Identification AU ATVEY

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATITNIU ATIIHIU

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides ATIWIU ATIVETU

7. lodides A7 U ATIWHU

8. Nitrites NMT 0.01 ATIIAU

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 ATIIN

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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0.9% W/V Sodium chloride injection 50 mL

1. #aw

2. amasvianaly

2.1 3uuuy

0.9% WI/V Sodium chloride injection 50 mL
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2.2 fudsenay  Ussnaudieaaen Sodium chiloride 0.9% WV TudSuias 50 mL/MTUEUs T
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3. AMANTRMIMAKA

3.1 Finish product specification

(1(2)

Test ltem USP 38 BP 2013
1. UTanuaadngy 95.0 - 105.0% of the LA. of NaCl | 95.0 - 105.0% of the LA. of NaCl
2. Identification test ATIVHU ATIIHU
3. Bacterial endotoxins NMT 0.5 USP EU/mL NMT 0.25 1U/mL
4. pH 45-70 AU
5. Particutate matter ATV ATIIHU
-awia > 10 Um Jlaifin
6,000 ayma/mL
-awe > 25 Um Jlaifin
600 a‘léﬂ’]ﬂ/mL
6. Iron NMT 2 ppm -
7. Heavy metals NMT 10 ppm -
8. Sterility ATIVHIN ATIVHW
9. Volume in container ATIVNU ATIVEU
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3.2 Drug substance specification : Sodium chloride

(1)42)

Test Item USP 38 BP 2013

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

2. ldentification ATIWU ATIIN U

3. Appearance of solution Clear and colorless Clear and colorless

4. Acidity or alkalinity ATIHB ATIVNY

5. Bromides NMT 100 ppm NMT 100 ppm

6. Ferrocyanides AU AU

7. lodides AN ATIU

8. Nitrites NMT 0.01 AN

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 A3 % ATV

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 6 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 500 ppm NMT 500 ppm
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s‘mazt'ﬁﬂﬂqmé'numzmmztmufhmanmsmsé’m%an%ﬁ'wﬁm
1aYN B50 / 2562
37181130 10 0.9% WIV Sodium chloride injection 250 mL

alszMAvInInguaIIT s

1.8am  0.9% WIV Sodium chioride injection 250 mL

2. amanvavialy
A/ Iy _r.\ 'Y @ L =) I3

2.1 3uuuy Duansazaedunanndges la WiF dwsuiadnasniiaad

2.2 smdsznay Usenaudlu@aen Sodium chloride 0.9% W/V USnas 250 mL
= A’ a o Q' v/ 0‘; = 9
2.3 MTUUIN uss@'l.umwzussqmmﬁswm’nal,muwmamnmmu‘l’msamm MR TULLITIRAD I
ﬁd'mﬁms”uuss'ga'n,ﬁuau"mﬁau 80 mL
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3. AMENLANIINATA

3.1 Finish product specification™"”

AnANLANIINARA

USP 38

BP 2013

1. Punmdagdary

95.0 - 105.0% of the LA. of NaCl

95.0 - 105.0% of the LA. of NaCl

2. ldentification test

ATIHW

ATITHIY

3. Bacterial endotoxins

NMT 0.5 USP Endotoxin Units/mL

NMT 0.25 1U/mL

A" a
Wslugnd aaz)

nIsuNIg

4. pH 45-70 ATIWU

5. Particulate matter ATIU ATIINU

-9 > 10 um liifiu 6000 aume/

container

-1W18 > 25 um liifiu 600 aymay

container

6. lron NMT 2 ppm -

7. Heavy metals NMT 10 ppm -

8. Sterility ATIWNIU ATIIN

9. Volume in container AT Crebl et
UsEFunnenIIuNIg
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3.2 Drug substance specification

3.2.1 Sodium chloride ™?

AnANUGNIINALA USP38 - : . -BP2013 o

1. ﬁ‘imwﬁmﬁﬂﬂ”sy 99.0 - 100.5% of NaCl calculated on dried | 99.0 - 105.0% of NaCl calculated on dried
basis basis

2. identification AT ATIU
3. Appearance of solution Clear and colorless Clear and colorless
4. Acidity or alkalinity ATIINIU ATIWU
5. Bromides NMT 100 ppm Maximum 100 ppm
6. Ferrocyanides ATITW ATIININ
7. lodides ATITNIY ATINU
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 ATIIU ATIHIU
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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8NN 11 Sterile water for irrigation 1,000 mL

muﬂszn'lﬁai’wi'ﬂquaﬂ?iﬁ'lﬁ

1. #oen Sterile water for irrigation 1,000 mL

2. amasnianialy
2.1 puuy Dwinaends o Wis dmis irrigation
22 dwtlznay  lidnsiduans Antimicrobial agent wiaasau g Iudmusznay®
23 Mawussy  usnlummuzussysfianaadn dnsuldasaden T@lUaammulﬁmaanmnm’nu:ussq
Idatineriai ™
24 281N - sryfaun FIUIENOUMENEATYUAZAINLTY TUHER 'i'uz?vumq wfinde wanzdou
#1308 321 “not for injection” wazIBnaL AU 1T; BETAIRIUUTIYSTHe
- UWMTULLITIREN aaiwﬁauﬁaas:q%a BN WIoTanansin §uLTE N BLUAL TN AR
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3. amaNGMImaia

3.1 Finish product specification "

_ usem
1. Bacterial endotoxins NMT 0.25 EU / mL NMT 0.5 IU / mL
2. Sterility AT ATIIH
3. Water conductivity AU Maximum 5 pSicm at 25°¢
4. Oxidizable substances ATIU AU
5. Volume in container ATITIU ATIVU

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 AT Maximum 5 pS/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 IU/mL
6. pH AU 50-7.0
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1. 8a8n Sterile water for injection 100 mL
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3. anaanifnumana

3.1 Finish product specification”}

Test Item USP 38 , BP2013 l
1. Acidity or alkalinity / pH ATIWU ATII
2. Water conductivity AU Maximum 5 pS.cm'1
3. Oxidisable substances a1 ATIWY
4. Chlorides - Maximum 0.5 ppm
5. Nitrates - Maximum 0.2 ppm
6. Aluminum - Maximum 10 ppb
7. Sulfates - AU
8. Ammonium - Maximum 0.2 ppm
9. Calcium and magnesium - ATIU
10. Residue on evaporation - Maximum 3 mg (0.003%)
11. Particulate matter ATIIU AU
- w19 > 10 pm Litfiu 6,000 aune/contaier
- W19 > 25 pm "lifiu 600 aynA/containey
12. Sterility tests AT AU
13. Bacterial endotoxins NMT 0.25 USP Endotoxin Unit/mL NMT 0.25 IU/mi
14. Volume in container AU AT
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3.2 Drug substance specification

3.2.1 Water for injections in Ip

1.2
ulk()()

1. Total organic carbon

AT Maximum 0.5 mg/L

2. Water Conductivity

ATIININ AT

3. Nitrates

Maximum 0.2 ppm

4. Aluminium

Maximum 10 ppb

5. Bacterial endotoxins

NMT 0.25 USP Endotoxin UnitymL | NMT 0.25 IU/mL

6. pH

AW 50-7.0
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