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AN.B. LABORATORIES
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sodium chloride 450 mg/100 ml.) solution for infusion, | L bag
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AN.B. LABORATORIES CO., LTD.
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557 RUUSIUBURST WWI9SIUBURST WaRUTND Rgataw 10230

557 Ramintra Road, Ramintra, Rannayao, Bangkok 10230, Thailapd

Yol: (66) 2510 0071, 2510 9N2-5, 2043 1504-B Fax: {66} 2510 8345, 2519 0423

FiS MEMBERDFBDMS

ﬁgmﬁnﬁmxmwr}zmmﬁ'}m%@ Dextrose 5% in ¥ Normal Saline (1000 mL)

f&@ﬂ’l‘a‘ﬁ’"\ Dextrose 5% in 1/2 Normal Sailne
Faaniiny 5% Dextrose and 0.45% Sodium Chloride Injection
AURUTTY 1060 mhk
Faulaznay T 100 mbL senaufne
Dextrose b g
Sodium Chloride 045 g
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- 1FNR311599 (Volume in cortainer)
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1 Buni@alanshs (Particulate matter)
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o

o o
95.0-105.0 % U8FHAnEIsAAYRIsLLINANN

Ao e
mMsnegauilistneshiaina (Substance limit test)

1Runnians s-Hydroxymethyl furfural
WAz Related substances

AeaLUAREE (Bacterial endotoxin)

o 1
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o6 Finished Product specification : Dextrose and Sodiurmn chloride injection

38 Test ftems USP &a BP boa®
. !dentif%ca'tio'n, Meet the requirements, Meet the requirements/.
o, | Assay
- Dextrose &&.0 - mod.c% Label amount .0 - mod.o% Label amount.
- Sodlium chloride , o - mod.o% Label amount | @& - mod.o% Label amount
a. | pH onlo-0.& ma-o.d
& Sterility test Meet the requirements, Meel the requirerments
& | Bacterial endotoxins . | NMT @o USP EU/g of Bextrose NMT oled IU/ml
b. | Particulate matter > @o LmNMTb,000 a1MA/ -
- container
> o LLmNMT oo aynn/
‘ container ,
. | Heavy metals, NMT o.coo&%, - -
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A.N.B. LABORATORIES

3/ = d
YD DN HDN

518m3 ; STERILE WATER FOR IRRIGATE 1000 ML

ORI STERILE WATER A.N.B. (water for injection 100 m1./100
mL) irrigation solution, 1 L bottle
ANUULIL ; 1000 ml.

THENIATTIUT 24 van  : 102185165000000041681544
TPU CODE 810026

GPU CODE 7799006
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AN.B. LABORATORIES CO., LTD.

- P 4 o

USHN 1BOU0.aW51088 9100

557 AUUSTLBUNST NU305WIBUAST IWAAULIETY RLJHIWY 13230

; ot 257 Ramintes Aoad, Ramintre, Kannayae, Bangkok 10230, Thailand o
AN.B. LABORATORIE Tal: (66) 2510 002}, 2510 9102+5, 2943 1504-B Fax: (66} 2510 9945, 2519 0421 A MEMBER OF TRTR AT

@mﬁnﬂmszaquﬂnmﬁwm%@ Sterile Water for Irrigation (1000 mb)

dansin Sterile Water for Irrigation AN.B,
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0.9% Sodium Chloride Solution (Normal Saline Solution } 250 mlL in 500 mI. Bag for Injection

1, o : 0.9% Sedium Chiloride Solution (Normal Saline Solution ) 250 mL in 500 mL Bag for injeciion
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a.@ Finished Product specification : 0.et% Sodium Chloride injection

{h] Test items

USP ala

BP boak

&. | Identification test,

Meet the reguirements,

Meet the requirements .

o, | Assay, Qd.o-aod.o% of the LA of NaCl, | ed.o-eod.o% of the LA of NaCl,

e | Bacterfal endotoxing, | NMT o.& USP EU/ml . | NMT olad /ml Y

@ |pH . Cdo I e wilideunanpane N
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o, | Heavy metals, NMT @0 ppm |, %“’; - 4

g. | Sterility test ,

Meet the reguirernents
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o, | Yolume in container,
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oo Drug substance specification : Sedium chloride,

48 Test ltems USP o BP woob

@. | identification test, Meet the requirements, Meet the requirements,

o, | Assay, ww,0-moo.&% of NaCl sx.o-moo.d% of NaCl
{on dried basls) " (on dried substance)

. | Appearance of solution..| Clear and colorless

Clear and cotortess ,

Acidity or alkalinity,

Meet the requirements

Meet the requirements

Pe | A

Brornides,,

NMT @oo ppim.,

NMT aco ppm.

o, | Ferrocyanides

Meet the requirements

Meet the requirements

¢l | lodides Meet the requirements Meet the requirements
@, § Nitrites . NMT c.o@ Meet the requirements,
. | Phosphates NMT e ppm: NMT & ppm |

a0, | Sulphates NMT oo pprm. NMT oo ppm

ae. | Alumninium, NMT oo ppm NMT oo ppm ,

wlo. | Arsenic NMT & ppm . NMT @ ppm.

e, | Barium

Meet the requirernents .

Meet the requirements

e, | lron,

NMT b ppm

NMT lo ppm

@, | Magnesium and
alkaline - earth metals,

NMT oo ppm,

NMT oo ppm)

@o, | Heavy metals, NMT & ppm.- avh ML & ppm /7 fndds
e, | Lass on drying | NMT o.&%, L NMT 0.¢% ’
ARLTE T

o, | Bacterial endatoxins .

Meet the requirements

@, | Potassium .

NMT &oo ppm,

wo. | Sterllity test,

Meet the requirements
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